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Overview
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Key practitioner message

e University students attending counselling in the UK demonstrate clinical severity
for academic distress, depression, anxiety and social anxiety

e Compared to university students in the US, UK students present with higher
clinical severity on all contextual measures of student psychological distress

e |tis advantageous for university counselling services to administer a student-
specific clinical measure over measures intended for the general clinical
population

e CCAPS-62 is an acceptable, feasible and psychometrically valid measure of
student psychological distress which can be used in the UK without revision

e [tisimportant for university counselling services to continue to provide support
from therapists that are trained and experienced in the university context over
services intended for the general clinical population
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Abstract

Background: The burden and severity of student mental health continues to increase in
parallel with increasing financial pressures on students and services alike. There is a need
for a student-specific measure of distress that acknowledges their unique context. This
study examined the feasibility, acceptance, and initial psychometric properties of a US
measure, the Counseling Centre Assessment of Psychological Symptoms (CCAPS), in a UK
student sample.

Methods: A sample of 294 UK help-seeking students from two universities completed the
CCAPS-62 and CORE-10 as a comparator. The factor solution and reliability of the CCAPS-
62 was examined. Correlations and clinical boundaries were determined between the
CCAPS-62 subscales and CORE-10, and comparisons were made with US published norms.

Results: The CCAPS-62 demonstrated a strong factor solution that matched the intended
subscales. All subscales had good reliability and correlated significantly with the CORE-10.
The agreement on caseness between the two measures was 92.8% with 86.3% reaching
clinical threshold on both the CCAPS-62 and CORE-10. Severity was most noticeable for
academic distress, depression, anxiety and social anxiety. Compared to US data, UK
students showed higher clinical severity for all psychological symptoms.

Conclusions: The CCAPS-62 is a reliable and psychometrically valid assessment measure
to use with UK students without revision. The overall distress indicated is similar to that
of the CORE-10 but the individual subscales are more informative of specific student
concerns. Overall levels for UK students appear higher than US students. Potential
benefits of administering a student focused assessment measure in student counselling
services are discussed.

Introduction

The increased demand of student mental health has become a global phenomenon and
has reached parliamentary debate in the UK. UK initiatives have widened university
participation such that students no longer represent a privileged group of society
(Sarmento, 2015). Through this growing attendance, students are approaching
counselling services at an overall higher demand and with more complex mental health
needs (Holm-Hadulla & Koutsoukou-Argyraki, 2015). For example, whilst depression and
anxiety are still the most common mental health concerns in students, recent reports
have demonstrated a rise in student-specific concerns such as academic distress,
substance misuse, family upset, and financial burden (Doerr et al., 2015; Murray,
McKenzie, Murray, & Richelieu, 2015). However, inconsistencies in service data have
made it difficult to illustrate recent trends in the UK and consequently services have
struggled to access resources to support growing demands. During a time of significant
change, the need for UK data on student mental health is paramount for service
development and decision making.

With this increasing financial pressure, counselling services in Higher Education
(HE) have been challenged to demonstrate their impact on student well-being and the
wider educational institution (Mccarthy, 2016). However, it has been difficult to
demonstrate the specific impact on aspects of student mental health when clinical
measures have typically been designed for a non-student population. Measures used with
samples of UK students include the General Health Questionnaire (GHQ; Goldberg &
Williams, 1991 — see Macaskill, 2012), the General Population-Clinical Outcomes in
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Routine Evaluation (GP-CORE; Sinclair et al., 2005 — see Cooke et al., 2006), and the 10-
item version of the Clinical Outcomes in Routine Evaluation (CORE-10; Barkham et al,,
2013 — see Bewick et al., 2010). Whilst it is beneficial to use any clinical measure rather
than none, capturing information that is specific to users ensures that services remain
responsive. Furthermore, evidence suggests that focusing on student mental health
results in more nuanced data capture and finer analysis of treatment outcomes (Rlckert,
2015).

In the US, such concerns have led to the development of a clinical instrument
specifically for student counselling services — the Counseling Center Assessment of
Psychological Symptoms (CCAPS; Locke et al., 2011; McAleavey et al., 2012). The measure
has been widely adopted in US colleges but is yet to be validated in the UK, thereby
potentially limiting its utility in UK counselling services. The current study aimed to
address these issues by evaluating the feasibility and acceptance of CCAPS in a UK student
clinical sample, obtaining preliminary psychometric data on the assessment capability of
the measure, comparing profiles with US norms, and benchmarking overall distress levels
against the CORE-10 (Barkham et al., 2013). The full version of CCAPS comprises 62 items
(CCAPS-62), is administered at initial assessment, and comprises eight scales: depression;
generalised anxiety; social anxiety; academic distress; eating concerns; family distress;
hostility; substance abuse, and an overall distress index (DI) drawing on items from a
majority of the scales. As a clinical instrument, CCAPS-62 detects early signs of risk and
can demonstrate clinical severity between different student groups. For example, CCAPS
data has highlighted the severity of academic distress in students attending university
away from their birth country, when compared to students attending a university in the
same country (Locklard, Hayes, McAleavey, & Locke, 2012). Evidence has also shown
CCAPS to predict later diagnosis of social phobia when used at the initial assessment
(McAleavey et al., 2012).

Evaluating the validity of the CCAPS-62 in the UK is particularly important because
its utility may vary across different countries, and the presentation of psychological
symptoms has been shown to vary in different student samples (KreR, Sperth, Hofmann,
& Holm-Hadulla, 2015; Villacura et al., 2015; Yang, Lin, Zhu, & Liang, 2015). For example,
a recent global report found UK students displayed specific risk for separation distress
and conflict between family and studies. By contrast, students in Austria, Germany and
Sweden displayed specific risk for psychosomatic issues, exam anxiety and personal
identity issues (Ruckert, 2015). Even reports within the US have demonstrated an
increase in major depression, anxiety, financial distress, personality disorders, and
suicidality (Prince, 2015). With large variations in symptom severity and presentation
across different student groups it is important to understand how the CCAPS-62 functions
in a sample of UK students. Furthermore, using CCAPS to capture information on student
mental health in the UK will allow comparisons to be made with other student groups and
shed light on global trends. The current study aimed to address this need by examining
CCAPS data from a sample of students at two Universities who were receiving counselling
from their respective University Counselling Service (UCS). Through this comparison, the
study aimed to determine (1) the acceptability and feasibility of the CCAPS-64, (2) its
reliability and factor structure, (3) comparisons with reported US data, and (4)
comparisons between the overall distress index and the CORE-10.
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Method
Design and setting

The study adopted a cohort design comprising students attending one of two UK
University Counselling Services during the period April to July 2015. One setting was a
large university within a city context (approx. 25,500 students) and the other a smaller
university in a town-rural setting (approx. 10,500 students). The study received approval
from the University Research Ethics Committee at the University of Sheffield prior to any
data collection.

Participants

Participants were 294 students [59.6% female] accepted for counselling with a mean age
22.2 [min =18, max = 54, SD = 4.42]. Students were predominately undergraduate (68%)
with 13% studying at master degree level, 8% completing postgraduate research such as
PhD, and 8% completing ‘other’ types of degrees. The most common degree subjects
included: science (28.2%), social science (19.4%), arts and humanities (18.4%),
engineering (14.3%), and nursing/dentistry/medicine (8.8%).

Measures
Counseling Center Assessment of Psychological Symptoms (CCAPS-62)

CCAPS-62 (Locke et al., 2011) is the only clinical instrument designed specifically for
services to measure experiences related to the student population. According to the 2015
CCAPS Clinical Guide?, the clinical utility of CCAPS is most beneficial when CCAPS-62 is
administered as an initial assessment. It comprises eight scales: 1) depression (13 items;
e.g., | feel worthless); 2) generalised anxiety (9 items; e.g., | have spells of terror or panic);
3) social anxiety (7 items; e.g., | feel uncomfortable around people | don't know); 4)
academic distress (5 items; e.g., It's hard to stay motivated for my classes); 5) eating
concerns (9 items; e.g., | feel out of control when | eat); 6) family distress (6 items; e.g., |
wish my family got along better); 7) hostility (7 items; e.g., | have difficulty controlling my
temper); and 8) substance abuse (6 items; e.g., | drink alcohol frequently). ltems refer to
the previous two weeks and are scored on a 5-point Likert scale (0 = ‘not at all like me’; 4
= ‘extremely like me’), whereby higher scores indicate higher symptom severity. In
addition, CCAPS-62 yields a distress index (Dl) that comprises 19 items drawn from all the
scales except eating concerns and family distress. As well as providing a measure of
overall distress, the CCAPS DI can be used to determine whether a client meets clinical
criteria with a score of 2 1.2 indicating clinical caseness.

Within each subscale are two clinical thresholds, termed low clinical (LC) and
elevated clinical (EC), which detail clinical risk on discrete symptoms and may be used to
facilitate clinical judgement. These thresholds, along with the clinical utility of the CCAPS-
62, have been established from a large normative sample (approx. 250,000) of students
receiving therapeutic support. The sample predominately consists of students from the

1Site 1 contributed data from 215 students [59.9 percent female] mean age 21.6 [min = 18,
max = 48, SD = 3.38]. Site 2 contributed data from 79 students [58.2 percent female] mean age
24.2 [min = 19, max = 54, SD = 5.88].

2 Center for Collegiate Mental Health (2015). CCAPS User Manual. University Park, PA.
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USA who have contributed to the dataset over several years. As a clinical instrument, the
CCAPS-62 has been shown to be sensitive to change and possess good test-retest
reliability in clinical student samples (McAleavey et al., 2012).

Clinical Outcomes in Routine Evaluation (CORE-10)

The Clinical Outcomes in Routine Evaluation-Outcome Measure (CORE-OM; (M Barkham
etal., 2001) has been used extensively in primary care services in the UK for over a decade
to provide measures of psychological functioning (Barkham, Culverwell, Spindler, &
Twigg, 2005; Evans et al., 2000; Mellor-clark, Connell, & Cummins, 2001). The shortened
10-item version (CORE-10; Barkham et al., 2013) has also been validated against CORE-
OM, has been shown to be sensitive to change, and provides a measure of general
psychological functioning. Items refer to the previous week and are scored on a 5-point
Likert scale (0 = ‘not at all’; 4 = ‘most or all of the time’), with higher scores indicating
higher symptom severity.

The CORE-10 total provides a measure of overall psychological functioning that
may be derived by calculating the mean (rather than the sum) of all items. This version of
calculating the CORE-10 total has been used in previous research and does not impact on
its psychometric properties. Furthermore, to permit clinical comparisons with literature
using the CORE-10 total as the sum of items, the comparative CORE-10 total can be
converted by multiplying the CORE-10 mean by 10. As well as providing a measure of
overall psychological functioning, the CORE-10 total can be used to determine whether a
client meets clinical criteria. A score of > 1.1 (equivalent to 11/40 on CORE-OM) indicates
that a client meets clinical caseness.

Procedure

Use of CCAPS-62 at initial assessment was standard practice at both participating sites
and both sites had previously used CORE in one of its formats. Any newly registered
student, approved for counselling between April-July 2015, was eligible to participate. An
opt-out procedure was used to allow students to withdraw their data from planned
analysis. A study guide was developed and shared with staff to encourage standardisation
and allocate order of administration.

Posters and information leaflets were displayed in the waiting rooms and raised
by staff administering the electronic forms, to ensure that clients were informed and had
the opportunity to opt-out. Any clients who elected not to participate (and therefore did
not complete the additional CORE-10 form) were excluded from the dataset.

Analytic strategy

All analyses were performed in SPSS statistics package (version 21). Factor Analysis was
used to explore the factor structure of CCAPS-62 when applied in the UK. Due to the
potential differences in the kinds of distress experienced in student populations in
different countries, we did not seek to simply replicate the factor structure previously
obtained in US samples. We therefore used Exploratory Factor Analysis (EFA) rather than
Confirmatory Factor Analysis (CFA) to allow items to freely vary and permit the underlying
constructs in the UK to be different to those found in the US.
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There are many judgements to be made in EFA and it is common to explore
alternative methods. For the purpose of the current study, the Principle Axis Factor (PAF)
extraction method was employed with direct oblimin rotation to examine covariation
between the 62 items. PAF and Maximum Likelihood (ML) extraction methods have been
deemed relevant for exploring counseling psychology measures (Kahn, 2006) and both
extractions were used separately to explore the stability of the factor solution. Whilst
both methods yielded similar factors, we report PAF because it is more robust in scenarios
where multivariate normal distribution has been violated (Costello & Osborne, 2005;
Fabrigar, Wegener, MacCallum, & Strahan, 1999). Direct oblimin rotation, as an oblique
rotation method, was used over orthogonal rotation methods because items and factors
were anticipated to correlate. Furthermore, alternative oblique rotation methods were
explored and yielded the same factor solution.

Reliability analysis was used to explore each CCAPS subscale and compare against
published US data. Further comparisons were made between UK and US CCAPS subscale
means; to explore differences in symptom severity. Clinical severity was also explored
within the UK sample to determine the percentages of students that met low-clinical and
elevated-clinical caseness. As measures of overall psychological functioning, the clinical
cut-offs of CORE-10 total and CCAPS DI were used to group the sample into ‘non-clinical’
and ‘clinical’ to explore potential discrepancies in clinical criteria. Similarities between
CORE-10 and CCAPS were also explored with correlations to determine the strength of
relationships between CORE-10 and each CCAPS subscale.

Results
Acceptability and feasibility
Completion of measures

Across both UCSs, 401 students (city UCS = 234, rural UCS = 167) completed the CCAPS-
62 and CORE-10 forms at their initial clinical assessment between April and July. Of the
401 students, 107 (city UCS = 19, rural UCS = 88) did not go on to receive counselling and
were excluded from analyses. Hence the dataset employed in the analyses comprised 294
students: city UCS = 215; rural UCS = 79. Members of staff administering the forms
reported that there were no refusals from students.

Missing items

The overall rate of missing items on the CCAPS-62 in the UK sample was 0.002% (38
missing items / 18,228 data points®). At the individual item level, item 41 “I am concerned
that other people do not like me” was omitted by 4 people (1.4%) while item 30 “/ feel
tense” and item 45 “| feel irritable” were omitted by 3 people (1%). A further seven items
were omitted by 2 people (0.7%) and are as follows: “I feel disconnected from myself”
(item 10); “my thoughts are racing” (item 18); “I feel worthless” (item 20); “I have
difficulty controlling my temper” (item 32); “I purge to control my weight” (item 48); and
“unwanted images or memories have been distressing me” (item 10 of CORE-10). By
comparison, for the CORE-10 the only item omitted was item 10 “unwanted images or
memories have been distressing me” by 2 people (0.7%). On the CCAPS-62 there was no

3CCAPS-62 items for 294 individuals
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evidence of fatigue effects as the relationship between item number and the number of
missing items was not significant (r = 0.034, p = 0.80). The substance abuse scale was the
only CCAPS-62 scale with complete data, even though family distress and academic
distress contain the same number of items.

Average time taken to complete the forms

As part of routine practice, students arrived 10 minutes before their appointment to
complete CCAPS-62. Additional items from CORE-10 were also completed within the
allocated time and there were no reports of students requiring >10 minutes to complete
both forms.

Ease of scoring

Both UCSs electronically administered CCAPS on computer tablets that wirelessly
connected to a secure computer system. Therefore, the computer system automatically
scored CCAPS and created a summary report, which was viewable by therapists before
meeting with clients. Alongside CCAPS, a CORE-10 from was created on the computer
system and used for data collection purposes only; therapists were not required to review
CORE-10 results before meeting with clients.

Percentage of students scoring maximum scores on each scale

Potential ceiling effects were explored by calculating the percentage of students who
obtained maximum scores on any scale. Maximum scores were found in 4.8% (n = 14) of
students experiencing academic distress, and in 0.7% (n = 2) of students with eating
concerns. Students did not obtain maximum scores on the remaining scales.

Psychometric properties of CCAPS-62
Exploratory Factor Analysis (EFA)

Sixty-one of the 62 items correlated with at least one other item at 0.3 and above,
demonstrating reasonable factorability. The Kaiser-Meyer-Olkin measure verified
sampling adequacy (KMO = 0.86) and the Bartlett’s test of sphericity was significant (x?
(171) = 2778.15, p < 0.001), suggesting that correlations between items were sufficient
for analysis. As shown in Table 2, the commonalities between items were above .40 and
the factors remained clear, even at a more conservative factor loading of .65 (40%
overlapping variance), thereby confirming common variance with other items (Field,
Miles, & Field, 2012; Tabachnick & Fidell, 2007).

The scree plot displayed an inflection at Factor 8, which was also the last
substantial drop in Eigenvalues (see Appendix 1). Both criteria suggested retaining 8
factors which collectively explained 54% of the variance (Kahn, 2006). Table 1 displays the
factor loadings from the pattern and structure matrices (before/after item rotation)
which include: depression (4 items); substance abuse (6 items); eating concerns (8 items);
GAD (7 items); family distress (6 items); social anxiety (7 items); hostility (7 items); and
academic distress (5 items). The pattern and structure matrices were typically consistent
and items within each extracted factor were congruent with the intended CCAPS
subscales.
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[Insert table 1 here]
Internal reliability

Reliability analyses on the CCAPS-62 data revealed Cronbach alpha values for the eight
subscales and the Distress Index to range from 0.81 to 0.89 (see Table 2), indicating good
internal reliability for all subscales. Of note, with the exception of substance abuse, alpha
values were slightly lower than values derived from US student samples.

[Insert table 2 here]
Comparisons between CCAPS-62 and CORE-10
Correlational analysis

As data were normally distributed, Pearson’s correlation was used to explore the strength
of the relationship between CORE-10 and each of the CCAPS-62 sub-scales. All CCAPS-62
subscales correlated significantly with the CORE-10: depression (r=.75, p <.001); general
anxiety (r = .65, p <.001); social anxiety (r = .34, p <.001): academic distress (r = .44, p <
.001); eating concerns (r = .31, p < .001); family distress (r = .30, p < .001); hostility (r =
42, p < .001); substance misuse (r = .14, p = .034); and distress (r = .77, p < .001). The
strongest correlation occurred between the CORE-10 total and CCAPS DI followed by
depression and GAD. The weakest correlation was between CORE-10 and family distress
followed by eating concerns, social anxiety, hostility and academic distress.

Clinical Cut-off

Comparisons were made between the CCAPS DI and the CORE-10 as measures of overall
psychological functioning. The clinical cut-off on each measure was used to group the
sample into ‘non-clinical’ and ‘clinical’ to determine the extent of agreement and
discrepancies in clinical caseness or not caseness across each measure. A total of 85.3%
students met the clinical threshold on CCAPS DI (a score > 1.21) while 90.1% of students
met the clinical threshold on the CORE-10 (a score > 1.1). The scatter diagram in Figure
1 demonstrates that 92.8% of students were classified in the same way across CCAPS DI
and CORE-10, with 86.3% of students categorized as clinical and 6.5% non-clinical on both
measures. The remaining 7.2% discrepancy resulted in students meeting clinical criteria
on one measure but not the other for each measure.

Further comparisons utilised thresholds from the US norms that distinguished
between non-clinical, low-clinical and elevated-clinical groups on the CCAPS-62. This
revealed that the largest elevated-clinical group existed for depression, followed by
academic distress, GAD and social anxiety (see Figure 2). The highest percentage of
students who met non-clinical criteria existed for eating concerns, substance abuse, and
hostility.

Profiles of UK sample and comparisons with US norms

Finally, following a scope of initial psychometric properties of the CCAPS, we investigated
mean scores on the subscales as compared with published US data from various sources.
Table 3 reports the means and their rank order together with SDs for the CCAPS-62
subscales together with comparisons with published US norms. The data shows the
highest scores are for academic distress, depression, GAD and social anxiety. These levels
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and rankings are also presented in the box and whisker plot in Figure 3. Inspection of
Figure 3 shows two distinct symptom clusters for the eight subscales. One cluster
comprises academic distress, depression, GAD and social anxiety, while a second cluster
comprises eating concerns, family distress, hostility and substance abuse. In a direct
comparison between the Distress Index and CORE-10, students scored significantly higher
on the Distress Index; t(293) = 51.944, p < 0.001).

[Insert table 3 here]
Discussion

The current study is the first examination of the acceptability and feasibility of
implementing the CCAPS-62 in a UK clinical student population as well as determining its
structure and reliability. We sought to benchmark it against a brief standard measure of
psychological distress using the CORE-10 and to make initial comparisons with US
normative data. We applied a range of indices of acceptability and feasibility and found
them all to indicate the overall acceptability and feasibility of adopting the CCAPS-62 in a
student population. No student refused to complete the CCAPS when it was presented as
standard procedure. Missing items were virtually negligible and there was no evidence of
fatigue effects. Two of the subscales showed a ceiling effect but the total number of
students scoring 4.00 on any subscale was 16, of which 14 of these obtained the
maximum score on Academic Distress. Given that this full version of the CCAPS is
recommended for use as an initial assessment tool, the inclusion of a scale tapping
academic distress as a unique experience of students is sufficient to outweigh this low
rate of maximum scoring.

We anticipated differences in the factor structure of CCAPS in the UK compared
the US because of the known differences in symptom expression across different
countries. However, strikingly, the factor structure mimicked the intended subscales and
displayed a robust factor solution across two methods. This suggests that the CCAPS-62
subscales established with US samples are appropriate for use in the UK without
alteration. This finding was consolidated when individual subscales were explored and
were shown to be highly reliable. Although alpha levels for all subscales in the UK sample,
except for substance abuse, were lower than in the US data, all values fell within the range
of .8, a value also obtained for the CORE-10. Given that the number of items in the CCAPS
scales range from 5 to 19, the relatively tight range of alpha values is reassuring. This
finding provides confidence in the discrete value to practitioners of each of the eight
subscales.

In terms of comparisons between the CCAPS-62 and CORE-10, there might
appear to be a clear choice between capturing a broad assessment of presenting issues
(CCAPS) and a brief overall distress score (CORE). However, the Distress Index (DI)
appeared to largely mimic the CORE-10 as evidenced by the high correlation but more
importantly by the high rate of agreement (92.8%) in determining casesness or not.
Within this 92.8% of cases, 86.3% of our sample reached clinical threshold on CCAPS DI
compared to only 73% of a US student sample (Duszak, 2014). Hence, CCAPS comprises
reliable subscales that do not evidence any fatigue effects due to its length but can also
yield an overall index of psychological distress that is more than 90 per cent accurate in
determining caseness or not when compared with a UK-derived outcome measure.

In terms of the eight subscales and their scores in the present sample, two clear
clusters or groupings appeared with higher scores (severity) being achieved on Academic
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Distress, Depression, GAD, and Social Anxiety, while lower scores were obtained on Eating
Concerns, Family Distress, Hostility, and Substance Abuse. These two groupings appear
intuitively meaningful in that the former comprises three prevalent conditions reported
in primary care settings with the associated impact on academic performance (or visa
versa). As such, they are consistent with findings reported by Connell, Barkham, Mellor-
Clark and (2008) using the full version of the CORE-OM (Evans et al.,, 2002) and the
Therapy Assessment Form (Mellor-Clark & Barkham, 2006) in which the highest
presenting problems in a sample of students were anxiety, interpersonal problems,
depression, self-esteem, and academic problems. The latter grouping reflects more
complex presenting conditions that might be viewed as requiring secondary or more
specialist interventions.

Comparisons were made between UK and US symptom severity to elucidate
recent trends on UK mental ill health. Strikingly, UK students were elevated on all CCAPS
subscales compared to US (Martin, Hess, Ain, Nelson, & Locke, 2012; McAleavey et al.,
2012;Martin, Hess, Ain, Nelson, & Locke, 2012; McAleavey et al., 2012). This was most
noticeable for the first grouping of presenting problems (i.e., depression, academic
distress, GAD and social anxiety). Given that the overall indices of psychological distress —
the DI and CORE-10 — have a high level of agreement in terms of caseness or not, then it
is reasonable to take the UK scores as valid responses to the CCAPS. Hence it would
appear that in the present sample at least, UK students scored consistently higher when
compared against the US norms. However, although symptoms were more severe in UK
students than US, this was less noticeable for eating concerns, family distress, hostility,
and substance abuse. These differences may suggest that UK students approach services
at higher severity levels than US students and reflect differences in help-seeking
behaviour between the two countries.

These differences also reflect the severity of academic distress experienced by
help-seeking students in the UK, which highlights the need for practitioners in student
counselling services to be experienced in the student context. In effect, student
counselling services need to be viewed as a specialist service embedded within university
settings rather than potentially being outsourced. For example, while it is highly likely that
services such as the UK Improving Access to Psychological Therapies (IAPT) initiative could
provide supportive interventions to help-seeking students, it is unlikely that they would
have the implicit knowledge base of university routine and scheduling that defines the
lives of students. In addition, in many ways students present as a unique population in
terms of their age, transient living style, limited tenure (i.e., usually 3 years), reliance on
digital technology, and financial constraints. Hence, it can be argued that students require
highly developed but flexible in-house services that blend a knowledge of university
demands but also utilise the increasing array of digital devices and technologies in order
to reach out to students.

Taken together, the initial findings regarding the CCAPS-62 suggest it to be a valid
measure of student psychological distress for use with UK students. In addition, they also
yield information about probable elevated distress levels for UK students compared with
US students and also show the highest relative subscale score to relate to academic
distress. The ability of the measure to highlight specific student concerns strongly
supports its use in this population.
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Conclusions

The current study aimed to provide the initial step in determining the acceptability,
feasibility, and potential of the CCAPS-62 as a measure of distress in UK help-seeking
students. Our findings illustrate clinical severity in UK help-seeking students beyond that
of students in the US. Importantly, the extent of severity was not reflected in the generic
measure of general psychological distress, that is the CCAPS Distress Index when
compared with the CORE-10. However, specific subscales and in particular Academic
Distress, were distinctly elevated. These findings highlight the benefit of measuring
components that are specific to students rather than necessarily relying solely on overall
measures of distress, which yielded very similar results. Taken together, our findings
provide initial validation for use of CCAPS-62 in the UK without requiring revision.
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Abstract

Background: University counselling services face a unigue challenge to offer short-term therapeutic support to
students presenting with complex mental health needs and in a setting which suits the academic timetable. The
recent availability of mobile phone applications (apps) offers an opportunity to supplement face-to-face therapy
and has the potential to reach a wider audience, maintain engagement between therapy sessions, and enhance
therapeutic outcomes. The present study, entitled Counselling plus Apps for Students Experiencing Levels of
Anxiety or Depression (CASELOAD), aims to explore the feasibility of supplementing counselling with guided
use of a well-being app.

Methods/Design: Forty help-seeking university students (aged 18 years and over) with symptoms of moderate
anxiety or depression will be recruited from a University Counselling Service (UC5) in the United Kingdorn (UK).
Participants will be recruited via counsellors who provide the initial clinical assessment and who determine
treatment allocation to one of two treatments on the basis of dient-treatment fit. The two conditions comprise
(1) counselling alone (reatment as usual/TAL) or {2} counselling supplemented with guided use of a well-being
app (enhanced intervention). Trained counsellors will deliver up to six counselling sessions in each treatment arm
across a G-month period, and the session frequency will be decided by client-counsellor discussion. Assessments
will ocour at baseline, every counselling session, postintervention (3 months after consent) and follow-up (6 months
after consent). Assessments will include clinical measures of anxiery, depression, psychological functioning, specific
mental health concems {e.g. academic distress and substance misuse), resilience and therapeutic alliance. The usage,
acceprability, feasibility and potential implications of combining counselling with guided use of the well-being app will
be assessed through audio recordings of counselling sessions, telephone interviews with participants, focus groups
with counsellors and counsellor notes.

Discussion: This study will inform the design of a randomised pilot trial and a definitive trial which aim to improve
therapy engagement, reduce dropout and enhance dlinical cutcomes of student counselling.

Trial registration: [SRCTMNS510283%

Keywords: Student mental health, Anxiety, Depression, Counselling, Well-being app, Behaviour monitoring,
Augmented therapy, Feasibility, Acceptability

* Comespondences elbrogha 1 gshefieldacuk
"Depanment of Peychology, Unhersity of Sheffield, Sheffield 10 2T, UK
Full st of author information is available at the end of the amicle

© The Anthors). 2017 Open Access This srtice i distributed under the terms of the Crestie Commeons Attritution 40

( ) BioMed Central  iremstiond License httsfiastieeammons org/licenses b/, which permits unresticted use, distribution, and
repraduction in any medium, peovided you give appropriste credit bo the ariginal authons] and the dounce, provide a ik 1o
the Creative Commons licereses, and indicate il changes were made. The Creative Cammons Pubslic Domain Dedication waier
(it po¥erestivecommani.onypublicdomeindzeraf] Y apoked 1o the data made svalable in this articls, unkess otheraiie stated



Appendix A2

Breglia er al Pilor and Feasibifity Studles (2017) 3:3

Background

There is limited evidence demonstrating the effectiveness
of counselling services in higher education (HE), and recent
government initiatives have negatively impacted on student
services. These changes have been particularly noticeable in
the United Kingdom (UK), since new policies have raised
tuition fiees and widened aceess to university without finan-
cally supporting service growth [1]. As a result, there is
more pressure on university counselling services (UCSs) to
demonstrate effectiveness and explore nnovative solutions
to continue to offer high-quality support with less resource
in a sustainable way [2]. This is particularly challenging for
student counselling services because they support a unique
population with mental health needs that require counsel-
lors/therapists who are trained and experienced in the aca-
demic context. For example, students require support that
fits within the scademic calendar and around periods of
time when students are away from campus. Technology-
assisted therapy provides a promising solution to support
student counselling, but the feasibility and effectiveness of
doing so are unknown [3, 4]. The current study aims to
address these challenges by exploring the feasibility of
supplementing face-to-face counselling with guided use of
a well-being app for university students experiencing ansx-
iety or depression.

University counselling services (UCS) in the UK

UCSs are frequently evalving to address student demaneds
and this has been widely accepted as a necessity [5, 6]. For
example, a recent qualitative study summarised the
changes experienced in a UK UCS [7]. These included the
following prominent themes: (1) counsellors are being en-
couraged to work more flexibly by catering the number
and frequency of therapy sessions to best suit their clients’
needs; (2) UCSs are offering more online support (&g on-
line self-help) to manage growing demands with limited
financial resources; (3) counsellors’ workloads are increas-
ing to maintain high standards and meet growing
demands in the absence of service expansion; (4) UCSs
continue to be pressured to demonstrate effectiveness;
and (5) there are concerns that UCSs may not be collect-
ing the right type of data, not using the available data, or
missing data after counselling. Furthermore, a recent in-
vestipation of the usage and acceptability of therapeutie
technology in student counselling revealed that many ser-
vices are interested in knowing how contemporary thera-
peutic technology, such as mobile apps, can be used in
student services and the potential implieations of doing so
(Broglia, Millings, & Barkham: The burden of student
mental health on embedded counselling services in UK
Higher and Further Edueation institutions, submitted).
Taken together, these findings demonstrate how UK UCSs
are embracing change and exploring innovative solutions
to address recent trends in student mental health
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Feedback in therapy

In conjunction with finding new innovative solutions to
address changes in UCSs, it is also important to explore
whether existing methods can be enhanced to improve
outcomes. One such method involves therapists providing
feedback to clients about their responses on a clinical out-
come measure in order to help clients acknowledge their
progress or to raise discussion about adapting treatment.
This method of integrating feedback into therapy has been
widely explored and its impact on elinical outcomes have
been summarised in a recent scoping review [8]. For ex-
ample, compared to clients who recelved no feedback, cli-
ents who had feedback from clinieal measures diseussed
in therapy (i) improved to a greater degree, (i) demon-
strated improvements sooner, (i) required fewer therapy
sessions, (iv) were less likely to drop-out of therapy and
(v) maintained improvements at 6- and 12-month follow-
ups. However, by contrast, a recent meta-analysis of 17
clinical trals found no significant differences between
feedback and no-feedback groups on symplom outcomes
[9]. Whilst there are mived findings on the potential bene-
fits of using feedback in therapy, the meta-analysis also
concluded that the clinical trials exploring feedback in
therapy exhibit strong bias and weak methodology.

Taken together, these mixed findings highlight the
need for more rigorously designed clinical trials to ex-
plore the potential benefits of discussing feedback in
therapy. Additionally, there is a need to understand the
potential of augmenting therapy using technology, and
monitoring feedback is a logical area in which to do this
[10], given the ease with which mobile devices enable in-
dividuals to track various aspects of self-related data.
Aside from the use of mobile technology to increase ac-
cess to and uptake of psychological support, rescarch
demonstrates that therapeutic technologies can be cost-
effective, acceptable, and show the potential to enhance
the therapeutic process [11-13]. Therefore, whilst the
positive findings regarding feedback relate to elinical
outcome, the current study aims to apply the feedback
model to discussing client thoughts, behaviours, emo-
tions and activities monitored daily on a well-being app.

The current study

The primary aim of the current study, offering face-to-
face counselling, is to demonstrate whether discussion
and guided use of a well-being app can be integrated
into counselling sessions with university students experi-
encing anxiety or depression. This feasibility metrie will
be assessed through evaluation of therapeutic discussion
from counselling audio recordings, telephone interviews
with participants and a focus group with counsellors.
Through this primary aim, the ecurrent study will also
evaluate feasibility factors related to recruitment, accept-
ability, intervention delivery and clinical outcome
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monitoring. Therefore, the primary feasibility outeomes
will comprise (i} recruitment duration to reach target
sample size, (i) client treatment preferences, (i) accept-
ability of randomisation, (v} intervention fidelity, (v} cli-
entfeounsellor satisfaction and (vi} completion rate of
follow-up measures. Secondary aims will explore the pre-
liminary impact (in terms of effectiveness) and potential
moderators for a fully powered definitive RCT. Prelimin-
ary impact will be assessed by comparing differences in
therapeutie allianee between TAU and the enhanced inter-
vention condition, as well as capturing participants’ views
on the impact counselling has had on their well-being and
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ability to cope at university. Potential intervention moder-
ators will include app usage during and between counsel-
ling sessions, as well as client characteristics.

Methods/Design

Study design

The feasibility trial utilises a two-arm, parallel non-
randomised design comparing counselling alone (TAU)
versus counselling supplemented with guided uwse of a
well-being app and discussion of app activities (en-
hanced intervention) for university students experien-
cing anxiety or depression. This is displayed in Fig. 1.

Register anling to attond
clinical assassmant (0=

Attend clinical assessment &
books research interdew [n=]

» WA fer counselling (n=)

o MWiAafortrialime)
Didr’t book intervies [n=)

Approwed for

counselling
attend research intarview [n

e

< clinical cut-off fn= |

* u

N consant [n=)

Consents & meets clinical cut-
off on PHO-9 or GAD-7 {n = 40)

Counselling alane Counselling plus app
|TaL; n = 20 |Enhanced intervention; n = 20)

I

!

Attend 1 76 counselling sessions
In=20)

Atterd 1 =6 counselling sessions
(=20}

:

:

Z-month follow-up (n=]
#  Last to follow-up [n=)

T-rmenth follow-up (n=)
& Last tofollow-up {n=|

I

}

B-month follow-up (n=]
*  Lost to follpw-up =)

G-manth fallow-up n=|
+  Lostng follov-up (n=)

'

hnalyead [n=)
*  Eacluded fram analysis (n=}

nalysed =)
&  Excluded from analysis {n=}

!

Tulephane interuiaws

«  Consented {n=|
& Llast to follow-up n=)
= Analysed (n= 10}

Fig. 1 Participant flow diagram for CASELOAD feasibility tial
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The feasibility trial was registered on the BioMed Central
ISRCTN registry on 20/06/2016 under the acronym
CASELOAD (Counselling plus Apps for Students Experi-
encing Levels Of Anxiety or Depression).

Ethical appraval

This study received ethical approval from the University
of Sheffield, Department of Psychology, Research Ethics
Committee (REC) on 05/01/2016 (ref: 006171).' The
research-informed training programme within the current
study also received separate cthical approval from the
University of Shefficld, Department of Psychology, REC
on 171142015 (ref: 006727).

Study setting

The trial will take place at the University of Sheffield
UCS which receives approximately 1,300 student refer-
rals annually.” The UCS has an ethos of supporting re-
search and embraced the proposed feasibility trial
Extensive joint meetings took place to discuss the trial
design and, in particular, to ensure that its implementa-
tion is embedded into practice with minimal disruption
to the serviee.

Study population

Participants are 40 help-secking university students
{aged 18 and over) who have been approved for counsel-
ling and meet moderate clinical criterfa for anxdety
(score 210 on the Patient Health Questionnaire, PHQ-
9—see later section) or depression (score =10 on the
Generalised Anxiety Disorder Seale, GAD-7—see later
section). Inclusion criterla comprise (i) undergraduates
{all years), (i) postgraduates and (i) international stu-
dents. Participants will be excluded if they meet any of
the following eriteria: (i) present with a high risk to self
or others, (i) are currently receiving therapeutic support
or (jil) have complex mental health problems beyond
anxiety and/or depression.

Recruitment

In line with routine practice, students who approach the
counselling service will be assessed by a counsellor to
determine their appropriateness for counselling. Students
who are approved for counselling (based on clinical judge-
ment) will be provided with a study information booklet
and invited to attend a 20-min rescarch interview onsite
to determine their eligibility. Leaflets, booklets and posters
will also be displayed in the waiting room to raise aware-
ness of the trial and encourage students to volunteer. Stu-
dents who attend the research interview will be asked to
provide written informed consent and will be assessed for
eligibility through completion of the PHQ-9 and GAD-7.
Eligible participants will be allocated to either the TAU
condition or enhanced intervention according to the
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clinical judgement of the counsellor that provided the
initial assessment.

Allocation

This study is a non-randomised feasibility trial that aims
to address the aceeptability of randomisation prier to
planning a pilot trial in preparation for a future defini-
tive trial. Therefore, allocation will be based on counsel-
lors’ clinical judgement of cach students unigque
situation and primary reason for approaching the ser-
vice. This will inform the acceptability and feasibility of
randomising for the pilot trial. Participant allocation will
also depend on whether the assessing counsellor is in-
volved in the trial (based on availability) and whether
the counsellor is participating in the provision of the
enhanced intervention or TAU condition. Because the
enhanced intervention relies on counsellors that are
committed and trained to supplement counselling with a
well-being app, participants assessed by counsellors in
the TAU condition will not have the opportunity to join
the enhanced intervention. However, participants assessed
by counsellors in the enhanced intervention may be
allocated to either condition as determined by their
counsellor. Similarly, participants assessed by counsel-
lors providing the enhanced intervention for whom
the app is deemed inappropriate {e.g client presents
with inappropriatefexcessive technology use or risk
negative exposure to online communities for seli-
harm) will be allocated to TAU.

Considering these design elements, allocation will de-
pend on the following factors: (i) whether the initial elin-
ical assessment is with a counsellor who is part of the
teial; (i) whether the assessing counsellor is allocated o
provide the enhanced intervention or TAU condition;
(i) the clinieal judgement of the counsellor regarding
whether participating in the trial would be appropriate
for the client; and () the clinfeal judgement of the
counsellor regarding which intervention would be ap-
propriate for the client. Whilst this allocation procedure
is rellant on a counsellor’s clinical judgement, it is argu-
ably the most appropriate allocation methed for a non-
randomised study and it keeps the client’s welfare in the
forefront. Integrating a well-being app with face-to-face
counselling with students experiencing moderate anxiety
or depression is a new development with limited under-
standing of the implications. Therefore, using clinical
judgement to inform the allocation will better monitor
risk and feasibility metries which counsellors will docu-
ment to inform the screening criteria of a future rando-
mised teial.

Alfter the routine clinical assessment, participants will
attend a one-to-one research interview (approxdimately
20 min) to provide written informed consent and deter-
mine eligibility before patentially joining the trial. During
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the research interview all participants will be informed
about both treatment conditions and will be asked thele
preference (See later section an "Treatment preference”).
The preference, as well as associated reasons for prefer-
ence, will be recorded in the recruitment checklist infor-
mation. Irrespective of the condition, participants will not
be asked to cease using any existing well-being apps, but
their use will be noted in the recruitment session and ex-
plored in the exit telephone interviews. Whilst the use of
existing apps may pose risk of contamination, the en-
hanced intervention relics on the integration of app activ-
ity within counselling and participants in the eontrol
condition will not receive guided advice on the well-being
apps they may use. In addition, group differences in out-
come measures can be compared beforefafter participants
are removed for using additional well-being apps. Com-
bined, this information will be used to inform the recruit-
ment rate, randomisation procedure, allecation procedure
and blinding for a fully powered RCT.

Counsellors
All counsellors in the trial are aceredited either by the
British Association for Counselling and Psychotherapy
(BACP) or the UK Couneil for Psychotherapy (UKCP)
and are employed by the UCS. A minimum of 6
counsellors (2 control, 4 intervention) will be assigned
to support the trial, both in development and deliv-
ery, and will deliver either the enhanced intervention
at TAU condition based on their preference. Counsel-
lors will alse be trained by a researcher in the details
specific to the intervention they are allocated o (see
"Training” section below). When entering the trial,
counsellors will provide a statement describing their
model of practice and specific therapeutic style. The
aim of collecting these statements is to improve the
reporting quality when describing the therapy avail-
able, and to ald development of a elinical manuoal as
an outcome of the feasibility trial.

Counsellors will alse be provided with the BACP
competency framework [14] for the University and

Table 1 Summary and timeframe of measure administration
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College Counselling (UCC) context together with the
mast recent service clinical handbook in order to en-
sure best practice. Whilst these handbooks will be used
to reinforce clinical competency throughout the trial,
one outeome of the feasibility trial is to refine the elin-
ical frameworks and develop a manualised training
programme for delivering the enhanced intervention in
a university counselling setting. For the present study,
clinical practice will be reinforced throughout the trial
with fortnightly team meetings with the head of ser-
viee, onsite researcher and counselling team. There
will also be optional daily drop-in sessions for mem-
bers of the eounselling team to query issues with the
onsite researcher.

Measures

The timeframe for administering measures has been
summarised in Table 1 and in a Standard Protocol Items:
Recommendations for Interventional Trials (SPIRIT)
diagram in Fig. 2. The elinical outcome measures and
primary and secondary feasibility measures have been
detailed below.

Clinical outcomes

Clinical Outcomes in Routine Evaluation (CORE-10)
The 10-item Clinical Outcomes in Routine Evaluation
outcome measure [15] will be administered at the initial
clinical assessment (pre-intervention) and at every coun-
selling session, to measure changes in general psycho-
logical functioning. Items refer to the previous week and
are seored on a 5-point Likert scale (0="not at all’; 4
="most or all of the ime"), whereby higher scores indi-
cate higher symptom severity,. CORE-10 is a shortened
version of the Clinical Outcomes in Routine Evaluation -
Outeome Measure [16] which has been used extensively
in mental health services in the UK for over a decade.
The 10-item version has been validated against CORE-
OM, has been shown to be sensitive to change and ean

Maasure Oinical assesement  Consent session 51 52 53

Last sesgion”  3-month follow-up  6-month follow-up

CORE-10
CCAPS-62
CCAPS-24
PHO-S
GAD-7
CD-RISC 10
WARZ
508

®

®

x

W

x

*This may b= any session number beyond session 2 a3 the number of sessions will vary acroas ciients and will be dependent on client-counsiellor agreement
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be used to determine whether a client meets member-
ship of a elinieal population (score =11).

Counseling Center Assessment of Psychological
Symptoms (CCAPS) CCAPS [17] is a measure devel-
aped in the USA specifically for the student college
population and will be administered with CORE-10 at
the initial elinical assessment (pre-intervention) and
every counselling  session  to  measure changes in
student-specific mental health concerns. Items refer to
the previous 2-week period and are scored on a 5-point
Likert scale (0="not at all like me"; 4 ="extremely like
me”), whereby higher scores indicate higher symptom
severity. In addition, because CCAPS was designed for
UCSs to measure student mental health, it also monitors
changes in the following areas: depression, generalised
anxiety, social anxiety, academic distress, eating con-
cerns, hostility, substance abuse, family distress and sui-
cide ideation. Within each construet, CCAPS determines
clinical membership (ep. clinical versus non-clinieal)
and severity (eg low versus elevated elindeal severity),

which are detailed in the CCAPS clinical guide. Finally,
CCAPS has been validated in UK samples through use in
UK UCS and in a recent doctoral research project [18].

Patient Health Questionnaire (PHQ-9) and Generalised
Anxiety Disorder scale (GAD-7) The 9-item Patient
Health Questionnaire [19] and 7-item Generalised
Anxiety Disorder seale [20] will be administered in the
research interview, after treatment completion (3-month
follow-up), and at follow-up (G-month follow-up), to
measure depression and anxdety to determine eligibility.
Clients who reach moderate clinical eritera for depres-
sion (score =10) or anxiety (score =10) will be invited
into the trial. These measures will also be administered
at 3 and 6 months after the consent date to monitor
changes in symptoms. ltems on PHQ-? and GAD-7 refer
to the last 2 weeks and are scored on a 4-point Likert
seale (0="not at all’; 3 ="nearly every day”) wherehy
higher scores indicate higher severity. Both measures
have been used widely by mental health services to
measure depression and s mandatary in the Improving
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Aceess to Psychological Therapies (IAPT) initiative in the
National Health Service (NHS). The purpose of wsing
these measures in the current study is to benchmark out-
comes against primary care services accessed by the gen-
eral clinical population in order to allow comparisons
between student and non-student elinical populations.

Connor-Davidson Resilience Scale (CD-RISC 10) The
10-item Connor-Davidson Resilience Seale [21] will be
administered in the research interview {(pre-treatment),
after completion of counselling (3-month follow-up),
and at follow-up (6-month follow-up) to measure changes
in resilience. Items refer to the previous month and are
scored on a 5-point Likert scale (0="not true at all”; 4
="true nearly all of the time"), whereby hipher scores
demonstrate higher resilience. By measuring resilience,
the CD-RISC 10 also measures an individual’s ability to
tolerate change, pressure, personal problems, negative
outcomes, painful feelings and illness. The CD-RISC 10 is
a short version of the original CD-RISC 25, has good
internal consistency (Cronbach alpha .85), has good con-
struet validity (e.g resilience moderates impact of mal-
treatment on mental health) and has been demonstrated
to have a factor strocture which is more stable than CD-
RISC 25 [21, 22).

Selection of a well-being app

There are a large variety of smartphone apps that offer
tools and support for improving wellbeing via a range of
common features. Whilst there are many apps to choose
from they are typically based on Cognitive Behavioural
Therapy (CBT) and mindfulness to offer tools for (1)
tracking daily moods and behaviours, (2) reflecting on
diary entries, (3) selting goals, {(4) completing exercises
to relax and defuse negative emotions and (5) interacting
with anonymous online support communities for peer-
led support Some of the most promising well-being
apps Include Pacifica (http:ffwww.thinkpacifica.com/),
Headspace (https:/{www. headspace.com/f) and Buddy App®.
To aid the decision of selecting a well-being app for
the current study, the following criteria were applied:
(1) applicable o university students (e.g. providing
tools to help manage social anxiety, depression, stress
and general aspects of student lfestyle); (2) demon-
strates potential to be Integrated with face-to-face
counselling; (3) available across 108 and Android plat-
forms; (4) offers a range of features overlapping with
other well-being apps; and (5) provides a promising
free version to permit continued service use after the
trial without financial implications.

Based on these criteria, the Pacifica app was selected
and evaluated with a volunteer student sample (see next
section), before it was implemented in the current feasi-
bility trial. Whilst the app offers a free version with
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restricted variations of each feature (e.g only 3 relax-
ation exercises compared to 8-10), the full version was
used in both the evaluation study and current study to
allow robust evaluation of all available features represen-
tative of other well-being apps. Furthermore, a second-
ary leasibility outcome will explore the added gain of
using the full version compared to the free version. In
both studies, a series of annual app subscriptions were
purchased and provided to participants as unique gift
codes. All payments were subject to the standard fee for
public users and no financial incentives or waivers were
provided by the Pacifica development team. Whilst the
present study utilised a specific app (Le. Pacifica), our
reasoning was that this app was used in the trial as rep-
resentative of well-designed apps in the field rather than
being an evaluation of Pacifica per se.

Evaluation of well-being app (Pacifica)

To aid the training, risk monitoring and intervention de-
livery of a well-being app in the current study, a prelimin-
ary evaluation study was condueted with the well-being
app (cthical approval reference: University of Sheffield,
Department of Psychology, 006727). The aims of the
evaluation study were twolold: (i) to explore students” ex-
periences of using the well-being app to determine fea-
tures that require additional support and (i) to explore
counsellors” experiences of using the well-being app to
understand how various features eould compliment coun-
selling. The student sample comprised 20 healthy volun-
teers (UG and PG) whereas the counsellor sample
included members of the counselling team who were
already scheduled to engage with the feasibility trial. Stu-
dents attended a research session to learn about each app
feature and were encouraged to use the app daily for
7 days. Students were instructed to use all app features
once before selecting 2-3 features to use throughout the
weele At the end of the week, students completed an
evaluation form, inputted their app data into a spreadsheet
and described their everall experience to a researcher in
an interview. Based on their feedback and availability, 8
students (UG and PG with positive and negative experi-
ences) attended a focus group to discuss their experiences
and suggestions for improving the app.

The ecounsellor sample eomprised 6 counsellors from
the UCS who were scheduled to deliver the enhanced
intervention condition of the feasibility trial. After at-
tending a one-to-one research session to learn about
cach app feature, counsellors were instructed to use the
app daily for 7 days. During this time, counsellors were
advised to use all app features and to consider (1) clients
who may benefit from using each feature and (2) how
the app could be integrated between and within counsel-
ling sessions. At the end of the week, counsellors
attended a focus group to discuss the feasibility of clients
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using the app alongside counselling and whether it
would be feasible to review app activity during counsel-
ling sessions. Feedback from student and counsellor
groups shaped the enhanced intervention and refined
staff training for the current feasibility teial

Training

Prior to commencement of the tefal, all participating
counsellors will attend a one-to-one Lraining session with a
rescarcher to address the following: (1) knowledge of the
trial research process; (2) language use for deseribing the
trial to students; (3) counsellor expectations; and (4) areas
of concern. Training sesslons with eounsellors in the en-
haneed intervention condition will additionally cover (1)
willingness to audio record therapy sessions, (2) client con-
sent to avdio record therapy sessions, (3) therapeutie ra-
tonale for various app features and (4) research rationale
for supplementing counselling with guided use of a well-
being app. Following this, counsellors will be invited to a
condition-specific training session to reduce discussion
between counsellors and ensure that the enhanced Inter-
vention is delivered by counsellors who are engaged and
committed to using a well-being app alongside therapy.
Therefore, training with counsellors in the TAU group will
orly address research requirements {eg. recruitment) and
will focus on the research rationale for using an active con-
trol group and language use for recruitment.

To encourage integration of the app during counsel-
ling sessions and encourage discussion of elient app ac-
tivity, counsellors in the enhanced intervention will be
provided with computer tablets to use during therapy
sessions to review and discuss app features with clients.
During training, counsellors will practice using the tablet
to navigate through various app features and a range of
role play exercises will be used to mimic different ther-
apy seenarios. The tablet will also be used to audio ree-
ord therapy sessions and counsellors will practice using
the recording feature during training. The training ses-
sionn will be guided with a manual which will provide
examples of how to address various seenarios as well as
brief seripts to prompt counsellors during training.
Seript examples include the following: inviting students
to book a rescarch interview; deseribing the intervention
in the first counselling session; confirming participant’s
involvernent in the study at the first counselling session;
confirming permission to audie record; commencing
app discussion during therapy sessions; reviewing app
activity; inviting participants to use the computer tablet;
and supporting participants who decide to withdraw
from the trial. Counsellors will also be encouraged to
make notes in their training manual to cater the exam-
ples to suit their therapeutic style.

These practical sessions aim to ensure that counsellors
are confident with the technology requirements and feel
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at case using the app in a therapeutie context. Therefore,
counsellors will be put into pairs to practice each ex-
ample and will alternate between client and counsellor
roles. More specifically, when counsellors are in the role
of a hypothetical client they will be asked to mimic
potentially challenging behaviours they have previously
experienced  during  sessions with their own elients.
These exercises aim to challenge counsellors before they
start using the app with clients. Counsellors will also
have the opportunity to role-play examples with the
onsite researcher throughout the trial to build confi-
dence and refresh training. At the end of the training
session, counsellors will complete a feedback form de-
tailing their confidence in executing technical, adminis-
trative and therapeutic requirements of the trial. This
information, combined with feedback from the focus
group at the end of the trdal, will be used to improve the
manualised training for the definitive trial.

Technology acceptability

Despite the prevalence of technology being integrated
into physical and mental health interventions, stalf ac-
ceplability has been an ongoing issue and can hinder
implementation [23, 24]. The current study aimed to
reduce threats to staff acceptability by delivering a
training programme to address various aspects of ae-
ceptability. For example, according to the technology
acceptability model, there are several factors which
influence technology acceptability in healtheare profes-
stonals including performance expectancy, effort ex-
pectancy, computer anxiety, computer self-efficacy and
computer attitude [25]. For instance, according Lo
Schaper and Pervan [25], performance and effort ex-
pectancy refer to the pereeived ability of the technal-
ogy o assist with an individual’s ability to fulfil their
duty and the ease at which it can be achieved. In prep-
aration for training in the current study, therapists
used various app features daily for 1 week and were
asked to consider how eertain features would comple-
ment their therapeutie style. Therapists also shared
their ideas in group training to inform other therapists
with similar therapeutic models. Regarding effort of
use, therapists were required to review a client’s app
usage for a few minutes every session as a minimum
but ultimately had the flexibility and responsibility to
use the app as they deemed appropriate. Regarding
computer anxiety and self-efficacy, in addition to the
group training, therapists received ongoing one-to-one
sessions with the primary researcher whom had a daily
presence at the counselling service throughout the
trial. Finally, regarding attitude and therapist engage-
ment, the intervention therapists were selected based
on (1) initial recommendations from the head of ser-
vice and (2) expressed interest from therapists.
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Therapist effects

There has been conflicting evidence exploring the im-
pact of therapist effects on trial outcomes and there are
various methods for estimating therapist effects [26].
Nonetheless, exploring therapist effects is important in
implementation studies and for considering differences
in treatment delivery across therapists. Due to the
underpowered sample of the current feasibility trial,
therapist effects for each of the quantitative outeomes
will be estimated with intra-therapist correlations.

Counselling interventions

All participants will receive an active treatment in line
with standard practice and will not be disadvantaged by
participating in the trial. Participants will have access to
the standard level of care at Sheffield UCS, which in-
cludes a wait period of typically 3-5 working days for
the initial clinical assessment and 8-10 days between
ongoing therapy sessions. This wait period varies
throughout the year but the service agreement offers
first contact within 10 days, and this is typieally shorter
than the NHS waiting times.

Counselling (TAU)

Up to 6 sessions of face-to-face counselling will be of-
fered to participants in line with standard practice at
Sheffield UCS. Sessions will be 50 min in length and the
frequency of sessions will be determined through client-
counsellor discussions. If participants require more than
6 sessions, treatment will continue outside of the trial
and will be supported by the counselling centre. On
such occasions, trial data will only be collected up to
session 6.

Counselling supplemented with welkbeing app (enhanced
intervention)

Up to 6 sessions of face-to-face counselling will be offered
to participants in line with standard practice at the UCS.
Sessions will be 50 min in length and the frequency of ses-
sions will be determined through eounsellor-client discus-
sions. As well as the standard level of care, counselling
sessions will be supplemented with discussion and guided
use of a well-being app to promote engagement within
and between face-to-face sessions. Clients and counsellors
will have the apportunity to use the app on a computer
tablet during counselling sessions to facilitate diseussion
and to aid the decision process for setting goals and
reviewing client progress. Through these discussions,
counsellors will review client app activity and guide them
through various app features to decide which activities
would be benefieial to use between face-to-face sessions.
App features may include (1) daily behaviour tracking for
mood, sleep, exercise, relationships, hygiene, water/caf-
feinefalcohol consumption, medication use and time spent
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outside; (2) reflective thinking through guided CBT,
thought journaling, mindfulness and positive visualisation;
(3) guided relaxation with breathing, meditation and body
scan exercises; (4) peer-led support through anonymous
online communities and private groups; and (5) settingf
tracking short-term and long-term goals.

The app will provide daily prompts to encourage par-
ticipants 1o log their moodfbehaviour, but completion of
various exercises relies on participants deciding when to
use a feature, for example at the supgestion of their
counsellor. Counsellors will also encourage participants
to prepare for each face-to-face counselling session by
reflecting on their diary entries and deciding on what
they would like to address in the session. This reflective
exercise may also occur at the start of each therapy ses-
sion for participants who prefer to reflect on their activ-
ities with the support of their counsellor. During face-
to-face sessions, counsellors will be encouraged to re-
view app activity by asking participants to access their
app account on the computer tablet, discuss participant's
reflections and propressively adjust goals or exercises
where appropriate.

Audie recording of sessions

Counselling sessions in the enhanced interventon will
be audio-recorded, with participant consent, using the
tablet in order to be more discrete than traditional re-
cording equipment. Written consent for recording ses-
sions will initially be sought during the research
interview when participants join the trial. However, ver-
bal consent will also be sought by counsellors at the start
of cach session to allow participants to opt-out of re-
cording a particularly distressing counselling session.
Sessions In the TAU condition will not be audio re-
corded to align with standard practice and because ana-
lysis is specific to discussing app activity, which is
dependent on the enhanced intervention.

Primary feasibility measures

The yield of the feasibility trial is a series of specific pri-
mary and secondary outputs relating to a range of com-
ponents that will inform the definitive trial. The primary
outputs are recruitment, treatment preference, random-
isation acceptability, treatment satisfaction and comple-
tion rate of follow-up measures. The secondary outputs
are: app usage, intervention fidelity, elient characteris-
tics, therapeutic alliance and academic coping. Each of
these primary and secondary outputs is described next.

Recruitment

The recruitment period for a definitive trial will be esti-
mated from the current study by exploring the required
time needed to reach 40 participants, whilst also consid-
ering the participant drop-out rate and counsellor
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availability. Seasonal service demands will also be ex-
plored to distinguish peak service demand and to advise
an the optimal time of year to implement a definitive
trial. Service demand will be assessed by comparison of
the annual reports provided from the service.

Treatment preference

During the research interview and prior to treatment al-
location, participants will be informed about the two
available treatment conditions and will be asked to indi-
cate their preferred condition. Participants will also pro-
vide a primary reason for their decision before being
informed of their treatment allocation. Participants who
choose a condition incongruent with their allocation will
be asked if the outcome affects their decision to join the
trial. This information will be used to inform potential
bias from participants being allocated to their preferred
condition.

Randomisation acceptability

Once participants state their treatment preference and
are informed of their actual treatment allocation, they
will be asked whether being randomised to that condi-
tion increases the probability of them withdrawing from
the study. This information, combined with the recruit-
ment metries, will be used to estimate the recruitment
period and inform whether randomisation in a definitive
trial would negatively impact on uptake.

Treatment satisfaction

Participant treatment satisfaction will be assessed with
the S-item Client Satisfaction Questionnaire (C50Q-8)
[27], which will be emailed to participants the day after
their last counselling session. CSQ-8 items refer to a
client's overall service experience and are rated on a 4-
point Likert scale (1 = "quite dissatisfied”; 5 = "very satis-
fied™) whereby higher scores indicate greater satisfaction.
Many counselling services report on client satisfaction
to allow comparison to other services and to ensure that
services respond to client feedback. Capturing client sat-
isfaction will alse allow comparisons between treatment
conditions to explore whether the enhanced intervention
kad a positive or negative impaet on a participant’s
service experience. A sub-sample of participants’ service
experiences will alse be explored through telephone in-
terviews after counselling completion. Finally, counsellor
satisfaction in the delivery of the enhanced intervention
will be assessed through a focus group once all partici-
pants have completed counselling.

Completion rate of follow-up medsures

Completion rates will be assessed through the number
af participants providing complete data for the 3-month
follow-up measures (from consent date), 6-month
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follow-up measures and telephone interviews. The tele-
phone interviews will also be used to ask participants
how to optimise the follow-up response rate and main-
tain contact. Together, this information will be used o
estimate the expected response rate and inform the
design of a definitive RCT.

Secondary feasibility measures

App usage

App usapge during counselling sessions will be assessed
through audio recordings to determine how various fea-
tures are discussed between participants and counsellors.
The discussion of clients’ app usage to monitor behav-
iours, thoughts, emotions and therapeutic exercises s an
essential component of using feedback in therapy and in
integrating the well-being app with counselling. Therefore,
analysis of app discussion alms to identify dominant app
features, inform potential moderators of therapeutic out-
comes in the definitive trial and evaluate intervention fi-
delity (discussed below). Analysis of app discussion will
also consider the added gain of using the purchased app
version over the free version, by categorising discussion by
features associated with either version of the app. A final
exploration of app discussion will mateh app features
with context-specific  benefits, elient characteristics
and potential risk.

Participant app usage between counselling sessions
will be addressed in follow-up telephone interviews to
inform the acceptability of using a well-being app along-
side counselling, and explering the timeframe for how
long the well-being app was useful for participants. Par-
ticipant usage of the app overtime will also be explored
through app data (eg log in times, duration of Hme
spent using each feature], but this will be dependent on
the availability of data and on participant consent to
access app data,

Intervention fidelity

Intervention fidelity will be assessed through counselling
audio recordings, a focus group with counsellors and
telephone interviews with participants. Counselling re-
cordings will be anonymised during transeription and
assessed by two reviewers, the onsite researcher [un-
blinded) and an independent blinded rescarcher, to per-
mit analysis of inter-rater reliability. A checklist will be
provided to seore the transeript content which will in-
clude the following themes, separately for counsellors
and participants: (1) number of times app discussed; (2)
duration of app discussion; (3) whether the tablet was
used to view app activity; (4) whether there was reason
to adjust app usage; (5) whether different app features
were advised; and (6) whether there was a missed appor-
tunity to diseuss an app feature. Audio recordings will
also be assessed apainst the BACP UCC competency
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framework to determine clinical competency and to de-
velop the framework for the definitive trial. Finally,
intervention fidelity will be assessed in the counsellor
focus group and participant interviews to explore chal-
lenges of integrating the app with counselling and to
provide potential solutions.

Client characteristics

Client characteristics will be assessed collectively from
(i} intake demographic data, (i) counsellor notes from
the initial clinical assessment, (iil) counsellor session
notes and (iv) participant interviews. Combined, this in-
formation will be used to develop a elient checklist and
brief clinical guide to aid decision making on elient ap-
propriateness for using a well-being app. This guide is
anticipated to inform the inclusion eriteria for the defini-
tive trial and will be shared with other UK UCSs Inter-
ested in offering well-being apps to their students.

Therapeutic alliance

Therapeutic alliance will be assessed through the Working
Alliance Inventory-Short Form [28] at the end of session 3
of counselling. WAI is a 12-item self-report measure com-
pleted separately by the counsellor and their client. Items
refer to eurrent views on the counsellor/client and are
rated on a 5-point Likert scale (1 = "strongly disagree”; 5
="strongly agree”) whereby higher scores indicate stron-
ger therapeutic alliance. Items also provide scores on three
distinct components of therapeutic alliance including (1)
agreement of therapy tasks, (2) agreement of therapeutic
goals and (3) presence of an affective bond between clients
and ecounsellors. These therapeutic factors will be com-
pared across the enhanced intervention and TAU condi-
tions to explore differences in therapeutic allance and
inform potential mediators of cinfeal outeomes to be
tested in a definitive trial.

Academic eoping

To complement the academic distress measure on the
CCAPS [17], participants will be asked about their abil-
ity to cope academically during follow-up telephone
interviews. During the interviews, participants will be
asked whether their mental health has affected their
studies (or vice wversa) and whether they believe that
counselling has contributed to their ability to cope aca-
demically. These findings will be used to explore the po-
tential contribution UCSs have on academie coping, and
will inform outeome assessment for a definitive trial.

Managing risk and adverse events

All stages of the feasibility trial will take place at the
UCS and participants will have immediate aceess to pro-
fessional mental health support. Counsellors involved in
the trial will also have access to professional mental
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health suppart through the duty counsellor in line with
standard practice. Efforts have been made to reduee risk
inn the current study by ensuring that the design, training
and delivery of interventions are informed by elinical
judgement, and elinical competeney is reinforced by the
BACP competency [ramework and UCS clinical hand-
baok. Furthermore, all decisions concerning participant
allocation are informed by thelr assessing counsellor (see
“Alloeation” section). Ceunsellor training will alse ad-
dress participant withdrawal and how to report risk. In
ecither event, every individual involved with the teal (e
admin, clinical and research) will be informed to report
to the duty counsellor allocated at the start of each day.
The reporting of adverse events will be recorded through
(1) onsite researcher notes throughout trial, (2) therapist
clindeal notes from triage, (3) therapist notes from coun-
selling and (4) duty therapist clinical notes. In line with
the service clinical handbook, adverse events will be re-
ported to the duty therapist and recorded electronically
on the service’s secure clinieal scheduling system.

Data management

A primary researcher {author EB) will be selected to over-
see all stages of the feasibility trial and will include the fol-
lowing responsibilities: (1) maintain primary contact with
staff at the UCS; (2) deliver counsellor training (3) deliver
research interview with participants; (4) administer and
soore PHQ-9 and GAD-7 to determine participant eligibil-
ity; (5) offer ongoing support to counsellors by maintain-
ing a physical presence at the UCS; (6) offer technical
suppart of computer tablets; and (7) handle trial data from
paper and electronic sources. As the primary researcher
will oversee all stages of the feasibility trial and will handle
all trial data, it was decided not to form a Data Monitoring
and Ethies Committee; however, the primary researcher
will regularly update with the head of service at the
participating trial centre and authors AM and MEB as
research supervisors for the feasibility trial. Methods
of planned data management have been approved by
the trial sponser REC, and have been implemented to
be predominantly electronic to aveid human error
and optimise data security.

Part of data management will require storing partici-
pant eonsent forms and decuments from the research
interview in a securely locked filing cabinet at the UCS.
The filing cabinet will only be accessed by the primary
researcher and the clinical team, if necessary. Therapy
audio recordings from computer tablets will be immedi-
ately uploaded to an enerypted file (via UCS encrypted
Wi-Fi) on the UCS computer system, and will not be
stored on computer tablets. This process is automatic
and will be triggered when the audio recording app is
stopped. Only the primary rescarcher will have aceess o
the encrypted folder and recordings will be anonymised
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upon transcription. The remaining sources of clinical
data (e from questionnaires) will be administered online
via unique survey links emailed to participants. Sur-
vey data will only be accessed through a secure ac-
count log-in which only the primary researcher will
have access to. All data will be backed up on an
encrypted external hard drive, accessed only by the
primary researcher. Data will be stored in a Microsoft
Access database on two encrypted USBs handled by
the primary rescarcher.

Statistical analyses
Quantitative analysis
Analyses will be predominantly descriptive to character-
ise the study population and outline various feasibility
metrics including recruitment rate, treatment preference,
randomisation acceptability, treatment satisfaction and
completion at follow-up. Whilst the sample size is not
powered to detect significant differences between the
TAU and enhanced intervention groups, data will be
used o summarise outcomes from both groups to reveal
preliminary trends and inform the design of the pilot
trial from which estimates of effect and sample sizes will
be caleulated. Group comparisons will also be made be-
tween the demographic and bascline clinical measures
to characterise the groups when they enter the trial. De-
termining potential baseline differences between the
groups will inform whether the allocation procedure,
which was dependent on elinieal judgement, uninten-
tionally created differences between the groups. Estab-
lishing these differences, or lack thereof, will further
inform the potential group differences in clinical out-
comes at the end of the feasibility tral. Qutcome data
will include the baseline prevalence and subsequent
changes in depression (PHQ-9), anxiety (GAD-7), psy-
chological functioning (CORE-10), student-specific men-
tal health concerns (CCAPS) and emotional resilience
(CD-RISC 10). Group summaries will also compare
levels of therapeutic alllance (WAIL) and treatment satis-
faction (CSQ-8) in order to inform preliminary differ-
ences across treatments. Mo interim analysis will be
performed; analysis will commence after eompletion of
the 6-month follow-up. The distribution, variance and
skewness of data will be initially explored to determine
whether data should be described with parametric or
non-parametric methods. Parametric descriptive statis-
tics will include total score, mean, standard deviation,
min, max and range. Non-parametric descriptive statis-
tics will include total score, median, confidenee intervals
and inter-quartile ranges. Quantitative analyses will be
performed with SPSS statistical software (version 22.0).
Approximately 40 h of therapy is anticipated to be re-
corded, transcribed and analysed. The conservative esti-
mation for recordings considers several factors including
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the following: (1) although participants will be offered ~6
counselling sessions, the services' median number of
attended sessions is 2 and 4; (2) participants {and thera-
pists) may decide not to record a session where the par-
ticipant is particularly distressed; (3) trial budget available
to fund transcription; and {(4) feasibility trials are not re-
quired to be powered 1o detect significant effects but to
provide sufficient preliminary indicators. Whilst data from
the therapy recordings is qualitative in nature, they will be
analysed with "quantitative” content analysis [29] whereby
sessions will be scored to indicate intervention fidelity and
implementation success. These scores will be achieved by
using a checklist developed from the training materials to
rate the extent to which therapists delivered the new inter-
vention (see “Intervention fidelity” section). A random
sample of 15 therapy hours will be assessed by an inde-
pendent researcher, blind to the aims of the study, to
permit analysis of inter-rater reliability.

Qualitative analysis

A number of feasibility factors will be explored guali-
tatively through counsellor clinical notes, a therapist
foeus group, and participant exit interviews; to explore
the feasibility, acceptability and potential implications
of supplementing counselling with a well-being app.
The clinical notes will be extracted from the sessional
notes taken as part of routine practice, except counsel-
lors will additionally reflect on their experience of
integrating the app and how the app fitted with their
client/therapy style. These experiences will be ex-
plered in more detail at the end of the trial through a
one-off therapist focus group. The participant exit in-
terviews will take place once elients finish counselling
and thus may occur throughout the trial depending on
how early clients were recruited and how many coun-
selling sessions they agreed to have with their therap-
ist. The aims of the exit interviews are threefold: (1) to
capture clients’ experiences of the new intervention
(and indirectly inform intervention fidelity); (2) to dis-
tinguish areas of improvement for research design;
and (3) to identify whether counselling contributed to
their ability to cope at university. Data from the client
interviews, therapist foeus group and clinical notes
will be analysed flexibly and explorative with thematic
analysis to allow themes to emerge from the data and
to allow comparisons across different data sources
[30]. By exploring themes across various data sources,
the ecurrent study aimed to provide a rounded and
comprehensive account for the following: (1) how well
the app was integrated into counselling (according to
clients, therapists and researchers) and (2) the poten-
tial risks/benefits of integrating an app with counsel-
ling, If implementation is successful. Qualitative data
will be analysed with NVivo (version 11).
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Discussion

Using a mixed-methods approach incorporating quanti-
tative and qualitative data, this study will address a range
of factors concerning the feasibility of supplementing
counselling with guided use of a well-being app for uni-
versity students experiencing anxiety or depression.
Through this exploration, the primary feasibility out-
come will determine whether it is possible to incorpor-
ate, review, and discuss participant app usage during
face-to-face counselling sessions in a manner that is po-
tentially beneficial to therapeutic outcomes. For this rea-
son, the study design offers an active control to mimic
standard practice and permit preliminary comparisons
to be made with the enhaneed intervention. By comparing
the enhanced intervention with a condition mimicking
standard treatment (TAU), this study will shed light on
whether potential differences in group outcomes could be
accountable by the addition of a well-being app alongside
standard care. However, whilst this feasibility trial is not
powered to detect significant differences between group
outcomes, it will allow the identification of trends to in-
form the hypotheses for a definitive RCT. Furthermore,
combined analysis on counselling recordings, interviews
and a focus group on the enhance intervention will reveal
possible treatment mechanisms which can then be
assessed quantitatively in a fully powered trial

A key goal of this feasibility trial is to explore the feasi-
bility of the planned processes and document the issues
that arise throughout the training, implementation, de-
livery and evaluation of research design and overall
intervention. Therefore this study focuses on demon-
strating the feasibility of offering a new treatment option
to university students, and to review the potential impli-
cations for improving therapeutic outeomes. To address
the first requirement, primary feasibility metrics will ree-
ord: recruitment rate, treatment preference, randomisa-
tion acceptability, treatment satisfaction and completion
of follow-up measures. However, if the new intervention
is shown to be feasible, it is also important to under-
stand the potential risks, implications and mechanisms
to be explored in a definitive trial. Therefore, the see-
ondary feasibility metrics will address app usage, inter-
vention fidelity, therapeutic alliance and a range of
clinical outcome measures monitoring mental health
symptoms specific to university students. With anxiety
and depression as the two most prevalent mental health
concerns in students, participant eligibility will be deter-
mined through two clinical diagnostic tools, PHQ-9 and
GAD-7, used widely in psychological serviees.

The planned enhanced intervention combines the ben-
efits of face-to-face counselling with the flexibility of
puided sell-help, for university students experiencing
anxiety and depression. By combining two treatment op-
tions which are typically offered separately, the eurrent
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study aims to address a number of challenges USCs ex-
perience. The most prominent challenges have been sup-
porting a growing student population with short-term
therapy that fits within the academic ealendar. Through
these challenges, UCSs have experienced increased wait-
ing lists, higher rates of treatment drop-out and more
demand for support during evenings, weekends and uni-
versity holidays. Therefore, by combining face-to-face
counselling with guided self-help support and behavioural
tracking tools on a mobile app, the current study aims to
demonstrate a preliminary impact on engagement, drop-
out and therapeutic outcomes, Furthermore, by encour-
aging seli-help tools between face-to-face sessions, the
current study aims to offer ongoing support to students
and optimise therapeutic time between clients and coun-
sellors, If this new treatment option is shown to be feas-
ible, the eurrent study has potential to encourage flexible
working styles and enhance existing face-to-face time
without necessarily requiring more therapy sessions.
These opportunities, amongst improving training, will be
the primary aims of a definitive RCT following a pilot trial
to be planned beyond the current feasibility study.

Endnotes

"The confirmation letter from REC has been submitted
as Additional file 1.

*Based on referrals across 2011/12-2013/14 academic
periads.

*Buddy App was availble during the orginal app
search, but is no longer publically available.

Additional file

[ Additional fite 1: Tral ethics approval lester. (P0F 29 k) ]
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1. Overview

This artide presents findings from a focus
group exploring therapist's experiences of
supplementing counselling with guided use of
a well-being app in a student counselling
setting. Preliminary findings address the
implementation, acceptability, usage, and
potential implications described during the
therapist focus group.

2. Background

University counselling services (UCSs) face a
unigue challenge to offer short-term
therapeutic support to students presenting
with complex mental health needs, and in a
setting which suits the academic timetable
[1,4]. In addition, new government initiatives
to  widen university partidpation have
increased demands for student services
without the necessary funds to recruit
additional therapeutic staff [2]. The recent
availability of mobile phone applications
{apps) provide an oppeortunity to supplement
face-to-face therapy and have the potential
to reach a wider audience, maintain
engagement between therapy sessions, and
enhance therapeutic outcomes. Therefore,
the present study aimed to establish the
feasibility of supplementing counselling with
quided use of a well-being app. The reported
focus aqroup contributes to the ongoing
feasibility trial comparing counselling alone,
against counselling supplemented  with
quided use of a wellbeing mobile phone app
in university students experiencing anxiety or
depression.

3. Methods

The feasibility trial recruited 40 university
students with moderate anxiety (score = 10
on the Patient Health Questionnaire, PHQ-9 —
[51 or depression (score = 10 on the
Ganeralised Anxiety Disorder Scale, GAD-7 —
[6]. Students were allocated to one of two
treatment conditions: 1) counsslling alone
{contrel); or 2) counselling supplemented
with guided use of a well-being app ([2].
intervention). Students in  the control
condition received ~& counselling sessions
within a &-month pericd; in line with
standard practice. In addition to the standard
level of support, students in the intervention
condition received therapist advice on using a
well-being app to: 1) track moods and

T4l communication type @ Academic/Research

behaviours; 2) reflect on diary entries; 3) set
qoals; 4) complete exercises to relax and
defuse negative emotions; or 5) interact with
anonymous online communities. The usage,
acceptability, feasibility, and potential
implications of the intervention will be
assessed  through  counselling  session
recordings, telephone  interviews  with
students, and a focus group with therapists.
Preliminary results from the therapist focus
group will be discussed.

3.1 Ethical statement

Ethical approval was provided by the
University of Sheffield Department of
Psychology Ressarch Bthics Committee (REC)
before advertising for recruitment.

4. Results

Five therapists from the intervention
condition took part in a foous group to
discuss their experiences of supplementing
counselling with a well-being app. Thematic
analysis identified two prominent themes -
feasibility and facilitation. The feasibility
theme contained sub-themes which refer to
the acceptability and implementation of the
intervention including: 1) therapist
commitment and engagement; 2} managing
dient expectations; and 3) fit with dients
and therapy  shyle. With  successful
implementation, therapists described wsing
the app as a short-term practical sclution to
facilitate the therapeutic process. The
feasibility theme also contained sub-themes
that could interfere with the acceptance and
implementation of the intervention,
induding: 1) therapist resistance to change
and protection; 2) misperceptions of
research; and 3} misunderstandings of
intended use. The fadlitation theme refers to
the potential implications and mechanisms
for fadlitating the therapeutic process;
whereby supplementing counsslling with a
well-being app showed potential to teach
students about sslf-awareness of mental
health and how to become their own
therapist when they are ready to leawve
therapy.

5. Discussion

This feasibility trial aimed to identify the
acceptability and potential implications of
supplementing counselling with guided uss of

https:/fd=.doi.orgf10.15131 /shef.data 4235537
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a well-being app. In particular, by using an
app alongside counselling to  track
moods/behaviours and complete wellness
exercises, this study aimed to identify
implementation strategies ko support
therapeutic engagement between counselling
sessions and enhance outcomas. Analysis on
a therapist focus group revealed that
integrating the app with therapy relied on
therapist commitment, client expectations,
and fit with therapy style. Successful
implementation showed potential to facilitate
the therapeutic process, whereas
implementation difficulties were at risk of
misparceptions and resistance.

6. Conclusion

These results inform the training needs and
knowledge base for university counselling
services that are interested in being more
research active, or are considering to offer
well-being apps to students. Our findings
highlight factors which interfere with the
acceptance and implementation of a new
intervention and give rise to potential
misperceptions of research. Our findings also
suggest that apps have the potential to
promote  student  self-awareness  and
responsibility of mental health.
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ABSTRACT ARTICLE HETORY
Background: with reports continually demonstrating inoeased demand Rest el 24 Dsceemibpeer 2016
and severity of student mental health needs, it is important to gain a Reived 14 Jily 2017
fuller understanding of the impact on embedded student counselling  fesmted 1 Auguir 2017
=Ervices. Aime to identify (1) sendce similanties; (2) factors which impact e

on services; [3) charactenistics of service users; and (4) identify the use of hd!"'nn.l!mm:mﬂl hesaltt
therapeutic technology feg. online self-helpl. Methods: an online el ched oo seling
survey was completed by 113 heads of UK student counsslling services e Turther ed ucatinn
across  Higher Education (HE), Further Bducation (FEL and Sixth higy heer esdl e ion; d g
Formn Colleges [SFCs), to capture service data from the academic year oy Tlse Vi, oo Ui e U e
2013114, Results: students predominanty received high-int ensity support s

feg. Counselingl and refemals inoeased ower 3-years Condusior:

challenges to embedded counselling services and their implications for

development are discussed.

Introduction

In the UK, student mental health within Higher Education Institutions (HEL) has been at the fore-
front of the political agenda with recommendations from the Higher Education Policy Institute
[HEPI} to collect institutional data on mental health services (see Brown, 2018} Many reports
have highlighted the growth of the student population alongside increased demands for
student counselling {eg. Roval College of Psychiatrists Report, 2011; Storrie, Ahern. & Tuckett,
2010}, A longitudinal study at one UK HEl found evidence that the psychological distress of stu-
dents rose on entering university and did not retum to pre-university registration levels for the
duration of their course [Bewick, Koutsopoulou, Miles, Slaa, & Barkham, 2010). Similarly, a web-
based survey across four UK HEls found approximately one-third of students reported clinical
levels of psychological distress [Bewick, Gill Mulhem, Barkham, & Hill, 2008} However, this
concern has also extended to Further Education Institutions and 5ixth Form Colleges (Warnwick,
Maxwel|, Statham, Aggleton, & Simon, 2008 In addition, the concem about student mental
health has been made at a global level [Rickert, 2015

In response to this increasing need, counselling services in the UK have been challenged to
respond to and demonstrate the effectiveness of the thempeutic support offered (eg. Randall &
Bewick, 2016 Uniguely, support services within such establishments are required towork within a
cycle of semesters and vacations that do not apply to the general population, however the |atest
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HEPI report recommends that students have access to these services even when away from ampus
[Brown, 2016). Related, and contributing to thischallenge, is the fact thatthere is a great deal of vari-
ation in the information colleted aooss services, which hampers benchmarking and the identifi-
cation of areas of development across different sectors.

In terms of services offered, in FE and SFG the types of support may indude individual or group
counselling and may extend to dassroom interventions involving teachers or parents. In HE services,
in addition to one-to-one support, students may also be encouraged to wse guided self-help, peer-
to-peer support, or online help Mair, 20016} Moreowver, the use of eTherapies (Le. thempeutic advice
provided via the intemet or telephone} have become popular in recent years, but it is unclear which
types of eTherapy have been adopted by services nor is it clear which types of eThempy students
may benefit from (Sula et al, 2012). Offering different modes of support is necessary to suit the
diverse needs of students. However, it also creates difficulties for comparing outcomes in different
senvice sizes and edumtional settings. Making comparisons across services is advantageous because
it can inform service development, demonstrate effectiveness, and build evidence to support bids
for institutional funding [Mumay, McKenzie, Murray, & Richeliey, 2015). The latter is particularly impor-
tant in the cument economic climate since the reduction of govemment funding has led to closures of
student counselling services in FE (Calely 2014). In HE, new policies to widen participation and raise
tuition fees have ceated new challenges for students and counseliing services. For example, student
debt has been linked to poorer psychological functioning as well as considerations for dropping out
of eduation (Cooke, Barkham, Audin, Bradley, & Davy, 2004; Walsemann, Ges, & Gentile, 2015). Furt her-
maore, earty reports from the widening participation scheme anticipated increased reports of student
mental ill-heaith in response to more students from disadvantaged backgrounds entering HE (Gee
Department for Business Innovation & Skills report, 201 3L

The challenges of student counselling services have been documented widely and continue to be
a concemn (KreB, Sperth, Hofmann, & Holm-Hadulla, 2015; Prince, 2015). In fact concerns for meeting
higher demands in student counse lling services were reported as early as 19469 and yet demand con-
tinues to ke a prominent issue (Goldberg, 1980; Holm-Hadulla & KoutsoukouwArgyraki 2015} This
ongoing growth of students entering FE and HE has shaped embedded courselling services to
offer new ways of providing support. One respons e to managing demand has been limiting counsel-
ling to & sessions. However, the introduction of very short-term support has raised concerns as to
whether effective support can be delivered within these time restraints [Mair, 2016). Despite these
concerns, client feedback suggests that counselling services contribute to students’ ability to cope
academically (Mdienzie, Mumay, Murray, & Richeliey, 2015). However, as the severity and complexity
of student mental health increase, there are growing numbers of students approaching embedded
counselling services that would othenwise seek help from the Mational Health Service [NHS; Stallman,
2010). Furthermore despite limiting the number of counselling sessions, the growth of stude nt refer-
rals has lengthened waiting times [Mowbmay et al, 2006). In the student counselling context, the
length of the waiting list is further challenged by students having limited access to support
outside of academic term times or during course placements.

In response to the unigue challenges of FE and HE, student counselling services have introduced
alternative support in addition to traditional face-toface counselling and the HEP! further rec-
ommends that services sign-post altemative support resources; including seff-help and mobile
apps such as the Expert Self-Care Student mobile app (Brown 2016). The wse of attemative
support has coincided with the availability of therapeutic technology that has the potential to
reach more individualsin a shorter period of time and without the need to regularly attend the coun-
selling service. These attributes are particulary relewvant in FE and HE as students hawve been known to
seek help outside of traditional office hours, particulady during evenings, nights and wee kends (Gatti,
Brivio, & Calciano, 2016). ﬂf'fering altemative support thatcan be maintained at a distance also s hows
potemntial to support students on course placements who woukd otherwise not have access. One of
the most recent advancements has been from mobile phone apps supporting mental well-being.
However there are concerns about quality and risk assessment (Grundy, Wang, & Berg, 2006).
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In light of the increasing pressure on embedded courselling services, the cument study aimed to
compare service data across service size (eg. small, medium, and large} and sector (ie Further Edu-
cation, Sixth Form Colleges, and Higher Education) to establish the following: (1} service similarities
(e.0. use of staff); (2) factors which impact on counselling services (e.g. attended counselling sessionsk;
(3} factors which characterise studentsfservice users (e.g. uptake of different types of support); and (4}
identify the use and interest in offering therapeutic technology as a means to address service and
client factors (e.g. online self-help).

Method

Design

An online survey was devised based on questions reported in annual service reports made publidy
available by university and college counselling services'. The sunsey was also informed by an execu
tive committes representing Heads of University and College Counselling Services [HUCS) from FE
and HE. The final scope of questions covered the following areas: (1} service characteristics (eg.
size of client pool, years of service, Full Time Equivalent of paid and volunteer therapeutic staff);
(2} factors affecting services (eqg. attended counselling sessions, waiting times, and uwse of clinicl
outcome measures and associated problems); (3) chamcterising service users (e.g refemrals for differ-
ent types of support, and 3-year demand); and [4) types of altemative support available through the
senvice and the head of services' interest in offering thempeutic technology leg. self-help, peer-to-
peer, online communities, and mobkile phone apps). To ensure clarnty and comsistency aooss
survey answers, definitions were provided within the survey (see Appendix 1) Unless stated other-
wise, questions referred to the previous academic year (2013/14) and reminders of this time frame
were stated within each question

Survey functionality and distribution

The survey questions were displayed electronically on a powerful online platform [httpsyqualtrics.
comy} that enabled participants to complete the survey across multiple sittings. This functionality
required partidpants’ email addresses and, although answers were confidential, they were not there-
fore anonymous. To allow services to contribute anonymously, a second web link to the survey was
created, but this wersion could only be completed in one sitting. Heads of student counselling ser-
vices were contacted through a professional mailing list by the chair of the HE courselling sector
on behalf of the researchers. The aim of the initial contact was to collect online consent to be con-
tacted by researchers with a unigue link to the survey, and to provide the link to the anonymaous
survey for services willing to complets the survey in one sitting. During the initial contact, the follow-
ing information was providedt (1} electronic copies of survey questions; (2} a web link to an anline
corsent form to receive a unique web link; and (3} a web link to the anonymous survey version.
To promate data integrity and to enable clearer comparisons of service data, question responses
were multiple choice with options to provide additional comments on each page. An exception
was one question capturing therapists’ difficulties when using clinical outcome measures, which
was an open comment box with unlimited entry.

Farticipants

A total of 113 heads of service completed the survey comprising 72 who provided emails through the
anline consent form shared on a professional mailing list (see above) and a further 41 who completed
the survey anonymoushy. Whilst the total number of heads of services whom accessed the pro-
fessional mailing list is unknown, there are approximately 160 student counselling services in the
UK. Moreover, a previous annual survey distributed through the same professional mailing list
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captured data from 63 services in 2011712 (see Dailey & Abbott, 2013}, highlighting a stronger
response rate for the cument study.

The 113 counselling services were drawn from the following sectors: SFCs {n = 11, 9.7%), FE (0 = 37,
327%), and HE (n= &5, 55.6%). The study received ethical approval from the University of Sheffield
Research Ethics Committee before expressions of interest were sought from heads of service
(Ref:107E).

Analytic overview

Asservice facilities are determined by the level of support they have, both financially and in terms of
staffing, service characteristics are anticipated to vary according to service size. Therefore, survey data
has been grouped into small, medium, and large based on terdle cut-points, within each sector, from
the total number of students registered at each institution. Moreover, grouping services according to
the number of student registations i hoped to be informative by enabling heads of service to make
comparisons and reflect on theirown service. The sizes of the groups were operationalised as follows:
(1} small [~12,000 students; n =22, 33.8%); (2} medium (12001-18,673 students; n =22, 33.8%}); and
(3} large (1B574 4 students; n=21, 324%). FE institutions were grouped inta (1) small [~8.000 stu-
dents; n= 14, 37.8%}; (2} medium (8001-15000 students;n =13, 35.1%}; and (3} large (15001 4 stu-
dents; n =10, 27%). 5F s were grouped into: (1) small (~1,927 students; n= 4, 36.4%); (2} medium
(1,92B-2400 students; n =4, 364%); and (3} large (2,401 4 students; n=3, 27 3%).

Analysis of survey data is predominantly descriptive with the goal of providing aninitial descriptive
account of UK student counselling services, given the limited research on UK services. As data were
nomally distributed, the mean, standard deviation and mnge have been provided tochamacterise ser-
vices.Service structure was characterised as the number of yearstheservice had been available and the
full-time equivalent (FTE} of paid/volunteer therapeutic staff across lowand high-intensity support [e.g.
Courselling, Cognitive Be haviour Therapy (CBT), psychothempyl. Factors affecting services were ident-
ified by the typical and maximum number of attended and unattended counselling sessions; average,
minimum and maximum waiting period for initial and ongoing counselling sessions; the adminis-
tration of routine outcome measures [ROMs); and difficulties experenced while using ROMs and
other assessments. Given the qualitative nature of data capturing difficulties experienced using
ROMs, thematic analysis [see Braun and Clarke, 2006} was performed by author EB to provide promi-
nent themes across all services. Themes we re dete mined by grouping comme nts which weresimilar in
nature [e.g. describing inconsistent use of ROM's across staffl. Themes were corroborated by author
MB, before weighted percentages were alolated to establish overapping experences aoss
heads of service.

Pearszon comelations were @lcoulated to establish the relationships betwesn the waiting periods
and the number of attended and unattended counselling sessions (defined as: “sessions in which
the student did not attend or cancelled after referal). Service users were characterised by the per-
centage of student referrals out of the tatal numberof students registered at the institution that year;
the percentage of refermals for low and high-intensity suppor and overall referrals over a 3-year
period to identify changes in demand. The final analysis presents the percentage of services that pre-
viously, currently, or would like to use a mnge of attemative support resources including a range of
thermpeutic technalogies.

Results
Service years

Table 1 presents the number of years counselling services had been available across size and sector.
Large HE courselling services had been available the kangest, followed by medium services, and small
senvices. This pattern is reflected in FE whereas in 5FC, large services had been available the longest
followed by small and medium services.
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Tabde 1. Dumtion of exitence of embedded aumelling senice {n pearsl
Duration of exiseEnce of embedded counssliing sendos (pears]

Secton Kok N Meaan 20 Min-Max
HE &5
Emal n 205 1125 2-50
Mescliumm n nm o4z 14-48
Lamye 21 R4S 93 B-45
FE 37
Sl 4 1432 690 225
Mescium 13 1620 im -3
Lamye 1a 1744 515 12-26
SRC 1
Emal 4 13580 a0z 7-2
Mescum 4 1150 658 318
Lamge 3 1867 7 11-25
FTE of therapeutic staff

Imespective of sector or size, all counselling services had more high-intensity therapeutic staff than
any other available role (see Table 2). This difference was less pronounced in the FE sector, while
in SFC the only role other than high-intensity was unpaid. Aooss service size, large services had
the most high-intensity counsellors, whereas medium services had the most Mental Health Advisors
[MHAs; defined as ‘someone whose spedfic role is to assess the impact of mental health needs on
academic ability and provide information about mental health issues and the services fsupport avail-
able’} and small services had the most unpaid/tmines counsellors.

Referrals

In HE the majority of students were refemed to high-intersity support and this was consistent agoss
service size [see Table 3). A small percentage of students attended for only the first appointment (and
did not go on to receive counselling)®, and this was highest in medium senvices which was mare than
twice as many than small HE services. Medium HE services also reported the most students being
referred for low-intensity support (e.g. one-off workshops, short groupwork, or psychoeducation).
This pattern of referrals matched FE and 5FC, and overall 5FC reported the highest percentage of
referrmals for high-intensity support, but this was also the only form of support reported. Imespective
of the intensity of support, both FE and HE services experienced increased demand across the 3-years

Table 2. FTE of thermentic 914 acows HE, FE and SFC counseling serdces

Serviie S W High-in Een sty Ly teen sty G upren & MHA Urmpaid Tatal
HE
Smal 18 155 i) Q08 k=13 137 35
Mechiuim 19 37 043 oo 192 &2 a5
Lamye 18 438 03z Qg 185 135 71
Tatal 55 pas 084 am 473 334 1895
FE
Smal n 1 il 2} a1z 100 013 245
Mescium 10 093 e 1.1 7S 053 187
Lamye 9 1.08 00 Qo0 - 037 145
Tolal 20 312 053 123 1.75 112 777
EFC
Smal 3 075 000 Qo0 - 0 085
Mechiuim 4 037 000 allis] - &9 106
Lamye 3 1.00 wd o0 - 0z 122
Talal 10 212 0.0 0.00 - 1.09 323

MHA = Mental Health Advisor dedined & Someane whase specific me B D Sseis e impad ol mental health nesds an acad emic
abilty and provide information sout mental health Bwes and the enios Suppon sailabls’. Mising dota HE small =&
mesdium = 3; large = X FE small= 3; medium = 5 large = 1; 5FC small = 1;medium = O; kage =10).
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Table & The typical and masimum mumber of sfended counselling seibon moonded in 201314
Tymical atended se o in) Maximum attended s siom in)
e W Mean 50 Min-Max Maan 50 Min-Max
HE =]
Smal i 440 7 1-12 2450 75 12-34
Meschium 19 ERES 154 -6 292 1076 2]
Lange 21 ixm 154 -6 it ] a7d 11-35
FE 3
Emal 12 142 204 -7 202 520 16-32
Mescium L] 340 230 1-6 172 933 B-32
Lamge 9 43 217 -6 RIS 11.50 14-33
SFC &
Smal 3 550 635 1-12 2550 7.78 20-31
Ml 2 475 235 -7 500 1023 10-32
Lame 1 L] na -6 na na na

Missing data (HE: small = 2 medum = 3; krge = 0 i small = 2 medium = 3; lange = 1; 5FC: small= 1; medum= 2; ame= 21

Unattended counselling sessions

In HE the annual number of unattended counselling sessions increased with service size [small:
mean = 27514, 50 = 208,71, min =23, max =B57; medium: mean = 487.01, 50 = 239.39, min = 191,
max = B568; and large: mean = GB2 BB, 50 = 43757, min = 151, max = 1358). In FE, medium counselling
services reported the highest number of unattended counselling sessions {mean = 26525, 50 =
241.22, min = 108, max =622, followed by large (mean = 19467, SD=61.28, min = 124, max= 233}
and small with the fewest (mean= 154 40, 50'= 6501, min =74, max =213} In 5FC, small services
reported the fewest unattended counselling sessions compared to FE and HE (mean = 11509, 5D
= 106.13, min =9, max = 362.14), however, medium and large services did not report on unattended
SEIEIONS.

Average waiting periods

Inspection of Table 5 demonstrates that the average waiting period for the initial face-toface
appointment was & working days in large HE services and 7 working days for small and medium ser-
vices. After this, students waited approximately 17-18 working days between ongoing counselling
SELLIONS aooss service size and sector. There was a large variation in the potential waiting period
across service sizes, which was the longest in small services for the initial appointment and in
large services for ongoing sessions.

Tabde 5. Wat period {in working danes] for The inflisl & sesiment and betaesn angoing aumelling sesinm in higher educaBan,
Turther aducation, and sicth form collages

Initid waiting period Ongaing watling pedad
Service Sime W Mean 50 Min Max Mem 50 Min Max
HE 57
Smal 19 G 455 200 1800 1764 10,45 1800 3300
Meschium k] 674 278 300 1240 1657 B51 1240 34000
Lange i a4 isa iii} 1250 16497 1390 1250 4359
FE ra-]
Emal 13 BOS IE3 400 1320 BEE 153 1320 15,00
Mescium 9 a1z 450 400 1350 1750 651 1350 25100
Lamge 7 635 167 A5 200 1055 945 &0 75
L 5
Smal 3 750 i54 5000 10,00 2000 1414 10,00 3000
Ml 2 753 433 300 1250 B0 155 1250 10,00
Lamge Q - - - - - - - -

Missing data (HE: small = 3 medum =& kige = 1; & small = 1; medium = & large = 5; 5FC: small= 1; medum= 2; bme= 31
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There were no significant associations between the waiting periods and the number of unat-
tended sessions (Initiak r=_28, p=_.1%& ongoing: r = 28, p = .20), suggesting that factors aside from
the waiting list affect students’ ability to attend counselling sessions. There were also no significant
associations between the waiting periods and the numberof courselling sessions students attended
{Initiak r = 05, p = 74; ongoing r= 03, p= _BE). This was also true for the maximum waiting periods
and the number of counselling sessions attended (Initial: r=2086, p=_74; ongoing: r=.0%9, p=_EB)
However, there was a signifi@nt negative assodation between the number of counselling sessions
attended and the number of unattended sessions (r= 48 p=.01), suggesting that students wers
less likely to cancel sessions the further into counselling they were.

{ompared to HE, FE services reported longer waiting periods for both theinitial appointment and
ongoing counselling sessions, with the longest initial wait found in medium sized services (Table 5).
For ongoing counse lling sessions, students waited the least in small services, which was also less than
the waiting period for ongoing sessions in all HE services. This was also true forthe maximum waiting
period forongoing sessions in FEwhich was typically 10 days fewerthan HE. However, few FE services
provided data on the waiting period as follows: 4 small services #0%), 2 medium services (30%), and
4 large services (40Fo). 5FCs also had missing data, with only 5 services (356%) contributing data on the
waiting periods. Of the data provided, SFCs showed a similar waiting period to FE services for the
initial assessment with students waiting approximately B weorking days to be seen. The longest
waiting period in SFCs, for both the initial and ongoing counselling sessions, was found in small ser-
vices, whereas medium services reported the shortest waiting period owverall

Measuring outcomes

Of the variows outcome measures available, 39%% (total n =61} of HE services used the Clinical Out-
comes in Routine Bvaluation-Outcome Measure (CORE-OM; see Barkham et al, 2010}, 5% used the
Patient Health Questionnaire (PHQ-%; Spitzer, Kroenke, & Williams, 1999}, and 3% used the Counseling
Center Assessmentof Psychological Symptoms [CCAPS; Locke etal, 2011} A further 4 7% did not use
a validated clinical measure although 15% used their own assessment or feedback form. The final 6%
did not report on their use of clinical outcome measures. A total of 20% of services used more than
one clini@al measure. In FE services, only & services (4 2%) used a validated clini@l measure, which was
predominantly the CORE-OM, and the remaining 48% used their own service evaluation form or
questions conceming the impact of counselling services on students’ ability to cope academically.
In 5FCs, only ane service (9%} used a wvalidated dinical measure (PHQ-9) but also reported that
2013114 was the first year of administation

In HE, 92% of medium and large services and 7%% of small services administered measures at
initial screening (Le. pre-treatment). Only 25% of medium and 62% of large services administered
measures at the end of thempy (post-treatment). Howewver, 82% of small services collected post-
data. Few HE services administered measures every session representing only 8% of small, 23% of
medium and 11% of large HE services. Services in FE and SFCs were less likely to use clinicl
gutcome measures compared to HE with only 36-50% collecting pre-data and 43-50% collecting
post-data. Howewer, SFCs were maost likely to collect data at every counselling sessions compared
to FE and HE (75-100%).

FProblems experienced with clinical outcome measures

Of the 65 HE institutions, 37 (57%) reported problems experienced when using [or dedding not to
use} a ROM. Ten key issues were mised: (1) low retum rate for follbw-up data (0 =30, 81%); (2}
missing data from students with unplnned endings [0 =28, 76%); (3) inconsistency aooss staff
using/not using measures [(n=25 &6E%); [4) time consuming to use measures or to interpret’
discussfinput/analyse resutts (n =24, 85%); (5} difficulties analysing or reporting data/not having a
dedicated member of staff (n =23, 62%); (8} inconsistency in data across services and unable to
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benchmark [n= 15, 41%}); (7} concerns over differences between different dinical measures (n =13,
35%); B} concems over students not wanting to complete forms (n =4, 11%); @) no UK nomative
sample for students (n =2, 5%); and (10} concems over students exaggerating distress to be seen
quicker [n=1, 3]

Offering alternative support

To explore the types of altemative support available from student counselling services and how the
types of support vary according to time and interest, services were asked to report on whether they
offered a range of atternative support options in 2013, 2014, and whether they would like to offer
any of the types of support listed including: email counselling, phone counselling, self-help books,
online sel-help, peer-to-peer, groupwork, eThempy, online communities, and mobile phone apps.
Responses were provided by HE services only, and of the 65 HE services in the surwey, 45 services
(7 1%) reported on the wse and interest in offering altemative support. Percentages were cakulated
for the number of HE services which have used or would like to use each type of alternative support,
with the most prominent including: email counselling, eThempy, online communities, and mokile
phone apps (see Figure 2). HE services differed greatly according the types of alternative support
they offered and the types of altemative support they would like to offer. In small services, the use of
emailcounselling, online communitizs and eTherapy reduced over time with little intzrest in keeping
these services. By contrast, medium services showed increased popularity for email counselling and
eThermpy, with declining interast in online communities. Large services also showed reduced interest
in eThempy, email counselling, but unlike small and medium services, large services showed slightly
maore interest in offering online communities in the future. The only form of attemative support that
inmeased in popularity aooss all services was maobile phone apps to support mental health and well-
being FEand 5FC did not report on their use or interest in alternative therapeutic support

Discussion

The aim of this study was to characterise UK embedded courselling services in HE FE, and SFCs to
determine their apacity to address the increasing number and severty of student referrals. As
expected, the overall level of demand on services inoeased over a 3-year period and this trend
was reflected in referrals, predominantly for high-intensity support Howewer, this only applied to
HE and FE sectors and was particularly acute for HE in 2013, This is noteworthy because it coincides
with the first student cohort affected by the rise in tuition fees, introduced in September 2012
[Bolton, 2014} Research has linked student debt with poorer psychological functioning and this
relationship has been comoborated by literature even before the fee rise [Cooke et al, 2004). The
increased demands for student counselling services may also be attributed to widening participation
schemes as more students from more disadvantaged backgrounds are able to access HE and early
reports anticipated an increase in the reporting of student mental ill-health (Kemp, 2002).

Cespite subtle differe nces across the sectors, there was an overwhelming trend toutilise high-inten-
sity therapeutic staff. The finding that services predominantly refer for high-intensity support suggests
that students approach services when their mental well-being is already affecting their ability to cope.
This severity alsoindiates that students are no longer a privileged group insociety and demonstrate a
higher prevalence of mental ill-health compared to the general population [Stallman, 201 0. Together,
these findings substantiate the need for preventative programmes across educational institutions to
equip students with the skills (e.g. emotional resilience; see Brown, 2016} to manage their mental
health. Such progammes would benefit from promoting help-seeking behaviour to encourage stu-
dents to seek help before their mental needs are severe.

While not surprising that that the largest thempeutic role was for high-intensity support, the
finding that a second prominent role was for MHAs may not have been foreseen. The growth of
MHAs in student counselling services has been reported in previous litemture and demonstrates a
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promising response to recommendations from the Royal College of Psychiatrists report (2011) The
recent availability of MHAs also reflects changes in service structure as educational institutions intro-
duce dedicated roles to assess the impact of mental health needs on aademic ability (see Blakely &
Bragg, 2010). By offering spedfic types of support via such roles, student courselling services high-
light the imporance of supplying a therapeutic team that is trained and experienced in the student
context

Whilst student counselliing services have traditionally offered short-term support, the number of
counselling sessions offered has typically varied. This variation has also often changed in response
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to increasing demands by means of managing longer waiting lists (Mair, 2016}, Our findings suggest
that two groups of students are likely approaching services: those who are adjusting to a new experi-
ence or task, and those in need of on-going therapy. Although the majority of students received
short-term support, there have been concems over the length of time students wait to be seen, par-
ticularly as higher demands have led to longer waiting lists (Mowbray et al, 20046). The waiting period
has been a particular concem becuse there is mixed evidence to suggest that the mental health
needs of individuals may worsen whilst waiting to be seen. However, they may also improve or
show no change (Postemak & Miller, 2001). Despite prior concems, our findings suggest that
being on a waiting list does not lead to students needing more counselling sessions and they are
not necessarly at risk of disengaging from therapy. This finding i likely due to the reasonable
length of the waiting lists in FEFHE compared to the lengthy waiting lists reported in external coun-
selling services (Dendridge, 2015).

In line with previous literature, the cument study found that the CORE-OM was the most commonly
used instrument in HE and FE sectors. However, almast half of services did not use avalidated clinical
measure and 15 per cent used their own feedback measures. i is difficult to see how some services
will be able to survive in the absence of evidenced-based outcomes that @n be benchmarked
against relevant population noms. Collecting client feedback is advantageous as it contributes to
the service evidence reported to goveming bodies and is recommended to ensure that services
are responsive to students’ needs (Mental Wellbeing in Higher Education Working Group, 2015)

The current study aimed to distinguish problems experienced when using validated clinical
measures to inform senvice development. Our findings identified several issues that concerned
either students’ use of clinical forms or their use across ditferent thermpists and services. The overarch-
ingthemes centredon an absence of aculture of evaluation and a lackof strategic implementation t hat
would enable collected data to be best used. The constant message of needing additional support in
order toimplement measures was evident However, t here are now brief measures that are under Crea-
tive Commaons License and can be mounted free into electronic management systems: for example,
CORE-10 and GP-CORE (Barkham et al, 2010). It is to be hoped that services not using a bona fide
outcome measure change their practice as soon as possible. There were also concems about using
clinical assessments that do not capture student distress (e.g. academic, family, sodal anxiety, or sub-
stance misuse) or the absence of UK norms for student counselling. Interestingly a small percentage of
services uwsed CCAPS [Locke etal., 201 1), whichis a student specific dinical tool wsed wide y in America
and has been validated recently for use in the UK (Broglia, Millings, & Barkham, 2017).

In terms of offering altemative support, this appears particularly important in student counseliing
senvices because students often seek help during evenings and at weekends orin more accessible
formats such as online or self-help support (Mair, 2016). The current study found particular interest
in email counselling eTherapy, online communities, and mobile phone apps. The finding that
small and large services have reduced interest in email counselling and eTherapy, having used
them previously, reflects a shift in interest as newer forms of therapeutic technology become avail-
able. The cost of new thermpeutic technologies and devices are also imporant considerations for
offering altemative support. For instance, it is not surprising that email courselling and video confer-
encing were used heavily in 2012113 asthey create little expense on a service budget that is already
stretched. In similar ight, the introduction of well-being apps offers altemative support which is sub-
stantially cheaper than the online self-help platforms cumently available.

The recent surge of apps for mental well-being has sparked new research exploring the efficacy,
effectiveness, and potential implications of using apps to support mental health {Powell, Chen, &
Thammachart, 2017). One growing concem is the abundance of apps that are readily accessible
by the public without the means to quality assess or determine the appropriateness for individuals
to use apps. For example, a recent review of mental and physical health apps found that onby 14
per cent had been designed with input from a healthcare professional (Sedrati, Mejjar, Chagsare,
& Ghazal, 2016} Interestingly, the review also found that although the majority of apps for physicl
health had been designed for medical professionals rather than patients, the majority of apps for



42

Appendix A4

12 (&) £ BAOGLIAET AL

mental health had been designed for patients. Together these results highlight that mental health
apps should be used with caution and that users could benefit from having professional guidance
on the appropriate use of apps.

Cautions and future considerations

Caution should be taken when interpreting results and when drwing conclusions in comparison to
individual service data. As there was limited information on embedded counseling services in HE, FE
and SFCs, the basic task of the survey was to collect comparative service data that would profile
services in order to provide a platform for future research. Moreover, whilst data have been collected
on a large number of counselling services across the educational sectors, there was inevitably
missing data; most noticeable in FE and SFC. This missing data mises awareness of the types of
data cumently being collected by embedded counselling services. This finding also highlights the
need for guidelines [and encouragement} for collecting data which is informative for future
service development

Conclusion

In conclusion, the curent study highlighted the marked severity of student mental health needs and
the growing demand that is accelerating in the HE sector, with raised tuition fees and widening par-
ticipation schemes a likely contributing factor. We found evidence of progress made with new roles
(i.e. MHAs) but still a shortfall in the collection of routine outcome data. Finally, our findings demon-
strate an overapping interest in offering mobile apps to support student mental health, which show
potential to address the challenges outlined in the current study.

MNotes

1. S bt fveiw counsedlingueamuac ukdge nenal/reports for axample repo

2 The dadsion o split serdos for analysis was suppoted by the HUCS profes onal group a6 it wes condidesd
miare informgfee than analysing the sample 55 8 whols, &5 presented in 8 prediow neport jses Daiky &
Abbott, 20131

3 The reziong ane wnkiown ai 1o why this sub-group of $ludents only ame nded the first sise dment |Le whether
they decided nat 10 receive suppar), however it S undikely due 1o studens not meeting the ofleds 1o modhe
coundeliing a8 such students would have boean recondaed in the low-inlensty group.
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MeSH terms used in literature search engine for a systematic review on embedded
student counselling between 2005-2015

(College[All Fields] AND ("students"[MeSH Terms] OR "students"[All Fields])) AND
Title/Abstract[All Fields] OR (("universities"[MeSH Terms] OR "universities"[All Fields] OR
"university"[All Fields]) AND ("students"[MeSH Terms] OR "students"[All Fields]))) AND
Title/Abstract[All Fields] AND ("counselling"[All Fields] OR "counseling"[MeSH Terms] OR
"counseling"[All Fields])) AND Title/Abstract[All Fields] OR ("psychotherapy"[MeSH
Terms] OR "psychotherapy"[All Fields])) AND Title/Abstract[All Fields] OR e-therapy[All
Fields]) AND Title/Abstract[All Fields] AND (Psychological[All Fields] AND
("diagnosis"[Subheading] OR "diagnosis"[All Fields] OR "symptoms"[All Fields] OR
"diagnosis"[MeSH Terms] OR "symptoms"[All Fields]))) AND Title/Abstract[All Fields] OR
Wellbeing[All Fields]) AND Title/Abstract[All Fields] OR ("anxiety"[MeSH Terms] OR
"anxiety"[All Fields])) AND Title/Abstract[All Fields] OR ("depressive disorder"[MeSH
Terms] OR ("depressive"[All Fields] AND "disorder"[All Fields]) OR "depressive
disorder"[All Fields] OR "depression"[All Fields] OR "depression"[MeSH Terms])) AND
Title/Abstract[All Fields] OR ("health"[MeSH Terms] OR "health"[All Fields])) AND
Title/Abstract[All Fields] OR ("Stress"[Journal] OR "stress"[All Fields])) AND
Title/Abstract[All Fields] OR (Academic[All Fields] AND performance[All Fields])) AND
Title/Abstract[All Fields] OR (Academic[All Fields] AND attainment[All Fields])) AND
Title/Abstract[All Fields] OR ("eating disorders"[MeSH Terms] OR ("eating"[All Fields]
AND "disorders"[All Fields]) OR "eating disorders"[All Fields])) AND Title/Abstract[All
Fields] OR (("eating"[MeSH Terms] OR "eating"[All Fields]) AND concerns[All Fields]))
AND Title/Abstract[All Fields] OR ("body image"[MeSH Terms] OR ("body"[All Fields]
AND "image"[All Fields]) OR "body image"[All Fields])) AND Title/Abstract[All Fields] OR
("sleep"[MeSH Terms] OR "sleep"[All Fields])) AND Title/Abstract[All Fields] OR

(("family"[MeSH Terms] OR "family"[All Fields]) AND distress[All Fields])) AND



46 Appendix B1

Title/Abstract[All Fields] OR (Social[All Fields] AND distress[All Fields])) AND
Title/Abstract[All Fields] OR ("alcoholism"[MeSH Terms] OR "alcoholism"[All Fields] OR
("alcohol"[All Fields] AND "abuse"[All Fields]) OR "alcohol abuse"[All Fields])) AND
Title/Abstract[All Fields] OR ("substance-related disorders"[MeSH Terms] OR
("substance-related"[All Fields] AND "disorders"[All Fields]) OR "substance-related
disorders"[All Fields] OR ("drug"[All Fields] AND "abuse"[All Fields]) OR "drug abuse"[All
Fields])) AND Title/Abstract[All Fields] OR ("hostility"[MeSH Terms] OR "hostility"[All
Fields])) NOT ("patients"[MeSH Terms] OR "patients"[All Fields]) AND

("2005/03/08"[PDat] : "2015/03/05"[PDat])
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Item level quality ratings for 25 articles included in a systematic review of embedded student counselling between 2005-2015, split by quality rater

Power (2)

Confounding (6)

25

Bias (7)

Validity (4)
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1
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Appendix B2 (cont’d)

Item level quality ratings for 25 articles included in a systematic review of embedded student counselling between 2005-2015, split by quality rater

Power (2)
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Validity (4)

Reporting (13)
3 4 5 6 7

1

Total

30

28 29

27

26

9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24

8

2
1
1
1
0
1

1
1
1
1
0
0
0

Item

32

Max score
Pistorello (R1)

24
18

0
0

Reynolds (R1)
Richards (R1)
Richards (pilot R1)
Richards (pilot R2)

1

0 0 0

13
22
12

22
21
21
21

Short
Stewert
Stice
Tatum
Taylor
Tilfors

Schleicher
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Application form and materials submitted to the research ethics committee for an online
survey of embedded counselling services

RESEARCH ETHICS APPROVAL FORM

STAFF/POSTGRADUATE RESEARCH

All staff (including research staff) and postgraduate students conducting research in
the Department of Psychology must complete this form before commencing their
research. Empirical work must not begin until the Department Ethics Sub-

Committee has approved the research.

Postgraduate Name Miss Emma L Broglia

Research Staff Name

Staff Name Professor M Barkham and Dr A
Millings

Date Ethics Form submitted 05/12/2014

Proposed starting date of research 05/01/2015

Brief title of investigation (state if this application is for a single study or for a series
of studies using the same methodology): A Survey Evaluation of Counselling
Services in Further and Higher Education (FE/HE) in the UK. This is a single study
application to employ an online survey to counsellors to evaluate FE/HE

counselling services in the UK

Aims/value of research: Research on the effectiveness of counselling in higher and
further education (HE/FE) is lacking and it is essential to build an evidence base to
develop these services. Although the demand for counselling continues to rise,
low response rates and missing data have hindered the evaluation and

development of these services across the UK. The current study will address these
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issues with the following aims: 1) Capture information on a large representative
sample of counselling services in FE/HE institutions across the UK; 2) Explore the
use of face-to-face therapy in conjunction with e-therapies and internet
resources; 3) Merge new data with existing data from the BACP and subject to
statistical modelling to identify factors which impact counselling services; 4) Scope
interest of collaborators for a related feasibility trial aiming to assess the

effectiveness of University counselling.

Proposed participants in research (Explain fully who the participants will be and
how they will be recruited. If the study does not involves a Level 1 Psychology
student sample, the information sheet provided to participants must be attached to
this form. If the study involves animals, state none and go to final section on
research involving animals). If the study does not involve human or animals, e.g.,
computer modelling, state none and go to signature(s): Unique web links will be
emailed to members of the BACP Heads of University Counselling (HUC) mailing
list who have previously opted to receive an annual survey from BACP. Contact
information of the researchers will be provided at the start of the survey to allow
participants to ask additional questions. Participants will be asked, but not
required, to provide their contact information if they are willing to be contacted

for future studies.

Brief description of methods and procedure (give reference to established method
where appropriate): Questions have been developed from an existing survey sent
out annually by the BACP Universities & Colleges (UC) division, and this survey will
replace this predecessor, thus creating no additional burden on respondents. The
BACP will be consulted to review the questions. The questions will address core
areas of the counselling services including: staffing, usage, types of counselling

services available, use of e-therapy and online resources, budgets and future




Appendix C1 Page 51

development. The survey will also ask participants to indicate their interest in
collaborating with related studies and to provide their contact details. The survey
will be created under the departmental license with Qualtrics

(https://qualtrics.com/) and unique web links will be sent to the email addresses

received from the BACP UC. The top banner will comprise the University of
Sheffield logo and also the BACP logo to highlight their sponsorship of the
research and evoke trust in potential responders. The survey will be developed to
be more user friendly than its predecessors, in response to feedback on previous
versions and to reduce the time burden of completion. Whilst participants will not
be directly incentivised for completing the survey, a report of findings, featuring a
section tailored to each individual service, will be shared amongst participating
institutions. Survey data will be compared to data from previous years’ surveys
and explored to identify factors which negatively and positively impact on
counselling services in the UK, such as increases in demand and budget cuts. Data
will also be compared to a recent report capturing University counselling services
in the USA to explore similarities and differences between the two populations.
These results will feed into a number of related studies to aid the development of

a feasibility trial to assess the effectiveness of counselling in higher education.

Has it been established that the proposed methodology will produce data from
which meaningful conclusions can be drawn? [t is anticipated that circulating a
user friendly online survey backed and endorsed by the BACP will allow data to be
captured on a large representative sample of UK FE/HE counselling services. As
the survey includes adapted questions from an existing survey it will replace the
original planned BACP survey and will be circulated at a time when potential

responders are expecting to be contacted. Both these factors should optimise the
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response rate and reduce the risk of missing data. Employing an adapted version
of the original survey will also allow data to be linked with existing data and

explored longitudinally.

How will participants give informed consent to participate in the study? (Give
details, including details of procedures involving parental or guardian consent): The
online survey will open with a background information page featuring rationale for
the study along with the aims and benefits of taking part. Participants will be
informed that data will be kept confidential and that they have the right to
withdraw without reason at any point. Participants will be instructed on how to
withdraw a) from the study, and b) their data from analyses. Participants will also
be instructed that they may request for their institution to remain anonymous by
selecting “no” when prompted with the question: “Are you willing for your
institution’s name to be shared with other participating institutions?” Contact
details of the researchers will be provided on this page to allow responders to ask
additional questions before they decide to participate. At the bottom of the page
participants will be asked to select “yes” if they consent to participate in the study.
Selecting “yes” will prompt the start of the survey, whilst selecting “no” will direct

them to a ‘ok, thanks anyway for your interest’ page.

Does the study involve any of the following ethical issues? (circle all that apply)

An intervention/treatment is being conducted (i.e. thisis a No
clinical trial see University definition at:

http://www.sheffield.ac.uk/ris/other/gov-

ethics/clinicaltrials

Questionnaires touching on sensitive issues No

Deception No

A procedure that might cause distress - even inadvertently | No
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Designs involving stressful situations No
Possible breach of confidentiality No
Invasion of privacy No
Working with children No
Working with disabled people No
The production of recorded media such as audio and/or No
video recordings?

What procedures will be used to address these issues (e.g. debriefing, providing
information/help, ensuring confidentiality is preserved). Please ensure that if your
project is a clinical trial you complete monitoring and adverse incident forms and
submit them to the Chair of the Ethics Committee as required. The committee may
ask to see copies of relevant documents. There are no risks or concerns anticipated
in this study. A debrief statement will be provided at the end of the survey to
summarise the intentions of the study and thank participants for completing the
survey. The contact details of the researchers will be provided again at the end of
the survey in case participants have additional questions or would like to make a

complaint.

IF YOUR EXPERIMENT INVOLVES LEVEL 1 PSYCHOLOGY STUDENTS: Please provide a
description of your experiment that can be given to participants once they have
taken part. Note that this description should include full account of the aims and
method that you used (min. 150 words) — students will need this information for

their PSY104 assessment. N/A

What measures will be put in place to ensure confidentiality of personal data,
where appropriate? After download from Qualtrics, data will be kept confidentially

and only accessible to the research team. Where appropriate, data will be
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anonymised at the earliest opportunity (after download from Qualtrics). Data will

be analysed and disseminated for scientific purposes only.

Will financial / in kind payments (other than reasonable expenses and
compensation for time) be offered to participants? (Indicate how much and on
what basis this has been decided) Participants will not be incentivised financially,

but all participating institutions will receive a report detailing findings.

Research Involving Animals

Under whose personal licence will the work be conducted?

Under which project licence will the work be conducted?

If the work is not covered by a licence (e.g., because it involves insects) please give

justification

X | confirm that | have read the current version of the University of Sheffield

‘Ethics Policy Governing Research Involving Human Participants, Personal Data and

Human Tissue’, as shown on the University’s research ethics website at:

www.sheffield.ac.uk/ris/other/gov-ethics/ethicspolicy

Signed Declaration
Title of Research Project: A Survey Evaluation of Counselling Services in Further and

Higher Education in the UK

| confirm my responsibility to deliver the research project in accordance with the
University of Sheffield’s policies and procedures, which include the University’s
‘Financial Regulations’, ‘Good Research Practice Standards’ and the ‘Ethics Policy

Governing Research Involving Human Participants, Personal Data and Human Tissue’
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(Ethics Policy) and, where externally funded, with the terms and conditions of the
research funder.
In signing this research ethics application form | am also confirming that:

e The form is accurate to the best of my knowledge and belief.

e The project will abide by the University’s Ethics Policy.

e There is no potential material interest that may, or may appear to, impair the

independence and objectivity of researchers conducting this project.

Subject to the research being approved, | undertake to adhere to the project protocol
without unagreed deviation and to comply with any conditions set out in the letter from
the University ethics reviewers notifying me of this. | undertake to inform the ethics
reviewers of significant changes to the protocol (by contacting my academic

department’s Ethics Administrator in the first instance).

| am aware of my responsibility to be up to date and comply with the requirements of
the law and relevant guidelines relating to security and confidentiality of personal data,
including the need to register when necessary with the appropriate Data Protection
Officer (within the University the Data Protection Officer is based in CiCS). | understand
that the project, including research records and data, may be subject to inspection for
audit purposes, if required in future. | understand that personal data about me as a
researcher in this form will be held by those involved in the ethics review procedure
(e.g. the Ethics Administrator and/or ethics reviewers) and that this will be managed

according to Data Protection Act principles.

If this is an application for a ‘generic’ project all the individual projects that fit under the
generic project are compatible with this application. | have read the BPS ethical

guidelines for research and | am satisfied that all ethical issues have been identified and
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that satisfactory procedures are in place to deal with those issues in this research. | will
abide by University Health and Safety Regulations

(http://www.shef.ac.uk/safety/cop/partl/index.html) including the codes of practice

designed to ensure the safety of researchers working away from University premises. |
understand that this project cannot be submitted for ethics approval in more than one
department, and that if | wish to appeal against the decision made, this must be done

through the original department.

Name of the Principal Investigator (or the name of the Supervisor if this is a postgraduate

researcher project): Professor M Barkham

If this is a postgraduate project insert the student’s name: Miss E Broglia

Signature of Principal Investigator (or the Supervisor): %&%Qw
Date: 5th December 2014

EXPERIMENTER SAFETY

This form must be completed by all students prior to starting their projects and must
be submitted at the same time as they submit an ethics form. No research must be
conducted until after the Department has considered both the Ethics form and the

Experimenter Safety form and given permission for the research to go ahead.

Background: Students in the Department of Psychology will frequently be involved in
projects that involve experimenters collecting data from participants. For example,
these projects might include collecting data for laboratory classes in taught modules, for
Level 3 dissertations, or for postgraduate research. The participants could include, for
example, other Psychology students, students in other Departments, friends and

acquaintances outside the Department, or members of the public. The research might
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take place on University premises, or in other organisations (e.g. schools, hospitals,
companies), or might be conducted in public places. Supervisors and students must
consider the potential risks to experimenters in any empirical research. Supervisors and
students must be familiar with the guidance and advice provided by Safety Services
about conducting research, especially when the experimenter is working alone. See

http://www.shef.ac.uk/safety/guidance/loneworking.html|

Please complete the following (please answer all questions that are relevant):

Will the project be conducted on Sheffield University premises?

YES — data collection will be conducted online via Qualtrics

Will the experimenter conduct research on other premises? NO

If YES please specify by ticking box(es) below and give details:

Other University premises [ JWhere? ..o,
School/Educational premises [ JWhere? ..o,
Hospital/Clinic [ _Jwhere?........cccocoovovieeeeeeeeeeeeeeeee
Company/Business [ JWhere? ..o
Prison/Offenders institution L IWhere?....ooovveveceeeeeeceeeeeeee
Social/bar premises [ JWhere? ..o

Private houses/flats etc. [ JWhere?. oo,
Other premises [ JWhere?.........c.coooveooeeececeeceeeeee.

Will the experimenter conduct research in other places? NO

If YES please specify by ticking box(es) below and give details
Camps/playgrounds [ JWhere?. ..o,
Sports facilities [ Jwhere?........ccocoovveeeeeeeeeeeeeee

Public spaces/malls [ JWhere? .o,
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Streets [ JWhere?. ..o,

Other [ JWhere? ..o

Might the participants pose any risk to the experimenter?  NO

Where necessary, please describe below the measures that have been put in place to
ensure the safety of the experimenter. Please refer to the Safety Services web pages
for examples of appropriate measures. This study employs an online survey only and

there are no risks or concerns anticipated.

Please note. Undergraduate experimenters must never work alone in the following
environments: participants’ homes, social/bar premises, or any other environment that
may pose a risk to the experimenter.

Students should tick the following boxes and sign below:

v | have read the relevant Safety Services information.

v | have fully considered any potential risks that the proposed experiment might have.
v | will inform my supervisor/the Department immediately should the research alter in
such a way that the level of risk becomes greater than stated above.

v If, at any time, | am concerned about the risks entailed in my research | will stop the

research and discuss my concerns with my supervisor.

Signed Student: % Date: 5" December 2014 \F %

Supervisors should tick the following boxes and sign below:

v | have read the relevant Safety Services information.

v | have discussed any potential risks with the student.

v | am satisfied that measures outlined above are the most appropriate ones to

minimise risk to the experimenter.
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Appendix C1 (cont’d)

List of survey questions and definitions used in survey

Survey Evaluation of Counselling Services in Further and Higher Education 2013/14

The British Association for Counselling and Psychotherapy (BACP) has combined efforts
with the University of Sheffield to build a robust research evidence base to support the
effectiveness of student counselling services.  To mark this new initiative, the usual
BACP-UC annual survey has been replaced with an updated version with additional aims
to address recent incentives for service development. The aims of the survey are: 1)
Capture information on counselling services in FE/HE in the UK; 2) Explore the use of
face-to-face therapy in conjunction with e-therapy/online resources; 3) Identify factors
which impact on counselling services to advise development; 4) Seek expression of

interest from potential collaborators for a related feasibility trial.

Confidentiality

All data collected will be confidential and used for scientific purposes only. You will be
asked to provide your institution's name, but you may choose to withhold this
information. If you do provide the name of your institution, your details will NOT be
available to others. However, you WILL be able to see overall anonymised data to see
how your service compares to others. Data will also contribute to a feasibility trial
aiming to evaluate the effectiveness of counselling services in further and higher
Education. You have the right to withdraw at any stage without reason, by simply
closing your browser. If you wish to withdraw the data you have submitted up to that
point, you will need to contact the research team (details below) to request this. This

study has received ethical approval from the University of Sheffield.
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Completing the survey

The survey will remain live for 2 weeks and you will be prompted when the closing date
is approaching. Please be mindful that the survey session will time out if the page is
inactive for more than 10 minutes. If you would like to save and complete the survey
across multiple sittings please provide your email below and we will email you a unique
link for the survey. If you have already submitted your email to receive a unique link,
please refer to the link in your email rather than continuing this version of the survey. If
you do not have a unique link in your email you may contact the research team to
request another email prompt (see below). We acknowledge that certain questions may
be difficult to answer and we appreciate your patience. If you would like to provide
suggestions to improve the survey further please provide feedback in the comment box
at the end.

To request for the option to save and return to the survey across multiple sittings,
please provide your email below. Otherwise you may enter the survey below and

complete the survey in one sitting.

Do you consent to take part in the above study? (Please select ‘Yes’ to begin the

survey) Yes/No Logic: If No Is Selected, Then Skip To End of Survey

The guestions in this survey refer to the academic year 2013-2014, unless otherwise

stated. Thank you for your time and cooperation for completing this survey.
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1. Name of your institution: (Optional)
If you provide your name, your details will NOT be available to others. However, you
WILL be able to see the complete anonymised dataset and see how your service
compares to the data of all the others.
2. Is your institution part of the Further Education or Higher Education sector?

e Further Education / Higher Education / Combined, predominately FE /

Combined, predominately HE

3. Which group does your institution belong to?

e Million + / Russell Group / University Alliance / Ukadia / Other (please specify)

4. How many years has your institution offered a counselling service?
5. For whom does your institution provide counselling services? (select all which apply)

Students / Staff

5b. Are your counselling services for students and staff run within the same service or
separate services?

Same service / Separate service / Not applicable

5c. If you outsourced staff counselling services in 2013/14, please could you provide a

brief description of the services that were offered:

6. In total, how many students were registered at your institution in 2013-14? (Not

including partner/franchise/satellite institutions)
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7. If you provided counselling services to partner/franchise/satellite institutions in

2013/14, how many students were registered and had access to the counselling services?
e Number of students: / Not applicable:

8. What was the full-time equivalent (FTE) of paid counselling/therapeutic staff for 2013-

147 Please note that a total FTE is sufficient if the breakdown doesn't compliment your

service; you may also elaborate in the comment box below if you choose to

High intensity work (counselling, psychotherapy, CBT, therapeutic group work FTE:

Low intensity work (Psychological Wellbeing Practitioner, wellbeing workers) FTE:

Group work (psychoeducation, healthy campus, education, low intensity groups) FTE:

Total FTE:

8b. Additional comments regarding full-time equivalent paid staff (optional)

9. What were the total counselling/therapeutic staffing and non-staffing* budgets for
2013-14? *non-staffing budgets may include training, facilities, software etc

e Staffing budget: Non-staffing budget:

10. Did you use unpaid/volunteer/trainee counsellors during 2013-14?

e Yes/No

10b. What was the full-time equivalent* of unpaid staff?

*Therapeutic contact including supervision is assumed to be 25 hours per FTE staff
member. To calculate the contribution of volunteers (including their supervision) is: 3
hours =0.12; 3.5 hours = 0.14; 4 hours = 0.16; 4.5 hours = 0.18; 5 hours =0.20; 5.5
hours = 0.22; 25 hour week = 1 FTE. Please note that a total is sufficient if the
breakdown provided doesn't compliment your service

e Provide counselling (paid FTE):
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e Provide CBT (paid FTE):

e Provide other psychotherapy (paid FTE):

e Total (paid FTE):
11. What was the full time equivalent of the Mental Health Advisor(s)* in your institution
during 2013-14? *for example someone whose specific role is to assess the impact of
mental health needs on academic ability and provide information about mental health
issues and the services/support available

e FTE of MHA: Did not use MHA:

11b. Comments regarding your Mental Health Advisor: (Optional)
11c. Who managed the Mental Health Advisor(s)* in your institution in 2013-14? *For

example, counselling service or disability service

12. How many students and staff members used your counselling services, and attended
at least one session in 2013-147 (including drop-in, self-referral and excluding partner
institutions). High intensity = Counselling, CBT, psychotherapy, ongoing
psychotherapeutic groups. Low intensity = One-off workshop, short series, short group
work sessions, psychoeducation

Students/staff:

e High intensity: Low intensity: Assessment only: Total:

13. In the boxes below, please indicate how many students and staff members used your
services and attended at least one session across the last 3 years: (including drop-in, self-
referral and excluding partner institutions)

Students/staff: 2013-2014: 2012-2013: 2011-2012:



64 Appendix C1

14. Did you offer assessment in 2013-14?

e Students/staff: Yes / No

15. Please specify which outcome measure(s) were collected routinely, by the majority of

practitioners in 2013-2014:

15b. Please could you describe any problems you experienced gathering, analysing or

using outcome data in 2013-2014:

16. At which time points did you administer outcome measures in 2013-2014?
e One application (Pre): Yes / No
e Every session: Yes / No

e Post (when possible): Yes / No

17. What data did you gather to monitor SERVICE usage* in 2013-2014?

*for example, completion rate, proportion of cancelled sessions, approx % etc

18. What were the modal (most common) and maximum number of attended sessions in
2013-20147
Students/staff:

e Most common number of attended sessions: Maximum number:

19. How many non-attended* sessions were there in 2013-14? *Defined as sessions in
which the student of staff member did not attend or cancelled after referral. If exact
numbers are unknown, please provide an approximate percentage of clients who did

not attend sessions
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e Students/staff: Non-attended in 2013-14: Approximate DNA %:
20. In the boxes below, please indicate the mean waiting periods for assessment (if

offered) and ongoing sessions in 2013-2014: (not including emergency/crisis counselling)

If the assessment is combined with the first support session, please provide the waiting
period for the first session after first contact in the assessment fields
e Mean waiting period for assessment after first contact (students/staff):

e Mean waiting period for ongoing sessions (students/staff):

21.In 2013-2014, how rapidly* could clients routinely access a counseller if needed?

*For quick access to counsellors even if emergency services are not necessarily offered

22.In 2013-2014, did you have access to a local primary and secondary mental health

service to liaise regarding students? Yes/No

22b. Please could you describe the arrangements you had with the local primary and

secondary mental health service in 2013-2014:

22c. If you intend* to plan care between local mental health services and institutional
support, please describe the arrangements: *or if local MH services were put in place

after the 2013-2014 period

23. In the boxes below, please indicate the type of psychoeducational workshops you
offered (if any) in 2013-2014: For example; stress management groups, procrastination
groups, confidence building workshops, counselling service 'open day'

o Type of workshop held in 2013/14 (list ~10):
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e Number of corresponding workshops held in 2013/14:

23b. If you would like to provide additional comments about the psychoeducational

groups your service held in 2013-2014, please comment in the box below: (Optional)

24. How many students and staff members attended the psychoeducational workshops
(or other group types) in 2013-14°?

e Totalin 2013/14 (students/staff):

25. Please indicate which forms of support your institution offered in 2013-2014, which
forms of support your service offers currently and which forms of support you would like
to offer out of the following:
Answer for “offered in 2013/14”, “currently offer”, and “would like to offer” for the
following:

e Face-to-face:

e Group therapies:

e Peer-led support:

e Self-help book:

e Self-help resources online:

e Online or e-therapies:

e Mobile phone apps for mental health:

26. What other forms of support do you offer?

27. What other forms of support would you like to offer?
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This final section aims to capture information about a range of online self-help resources
or online support communities your service offered in 2013/14 and whether they are

likely to be incorporated in the near future.

28. Out of the following online resources, please indicate what your service already offers
and what you would like to offer: If you would like to provide additional comments
about online resources and e-therapies, there is a comment box at the end of this
section. Answer for “offered in 2013/14”, “currently offer”, and “would like to offer” for
the following:

e |nformational websites about staying mentally healthy (developed in-house):

e Direct visitors to the institution’s website which redirects to trusted external

websites:

e Payfor a commercial, interactive online self-help programme / e-therapy:

e Developed own interactive online self-help programme /e-therapy:

e Pay for commercially available access to support online community:

o Use freely available access to support online community:

e Developed in-house supportive online community:

e Provide counselling by email or online chat:

e Provide counselling by telephone or video calling:

e Use or recommend mobile phone apps for mental health:

29. We'd like to know what you think about online resources and e-therapies in general.
Please rate the extent to which you agree with each item:
Answer format: Strongly disagree; disagree; neutral; agree; strongly agree

e Students feel like they aren’t getting ‘real’ therapy if we suggest online self-help

e Students tend to want face-to-face counselling above all else
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Motivation is a big problem for those engaging in online self-help

We can’t tell whether students use the online resources we provide

If | suggest to use an online programme, | would like to track my client’s
use/progress

We can’t tell whether online resources help

We'd like to try online resources, but are limited by costs

Interactive online resources for mental health are extremely variable in quality
We'd like to use online self-help more, but | would like advice on how to
implement it

| know that we need to better support online resources, but it’s difficult to know
how

We have a great offering of online resources and I’'m happy with the way we

support it

30. If you could make one change to your counselling service and money were no object,

what would it be?

Would you be willing to be contacted for a telephone/skype interview to discuss your

counselling service in more detail? Yes/No

If you would like to be contacted for a telephone interview or for collaborating with the

related feasibility trial, please provide your contact details below:

Title:  Name: Position at institution:  Time at institution (years/months):

Email: Contact number:
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Ethical approval letter for the online survey and telephone interviews comparing service
data across student counselling services in HE, FE, and SFCs (email)

From: Psychology Research Ethics Application Management

System <no_reply@psychologyresearchethicsapplicationmanagementsystem>
Date: 17 December 2014 at 13:58

Subject: Approval of your research proposal

To: A.Millings@sheffield.ac.uk

Your submission to the Department of Psychology Ethics Sub-Committee (DESC) entitled
"A Survey Evaluation of Counselling Services in Further and Higher Education (FE/HE) in
the UK" has now been reviewed. The committee believed that your methods and
procedures conformed to University and BPS Guidelines.

| am therefore pleased to inform you that the ethics of your research are approved. You

may now commence the empirical work.

Yours sincerely,
Dr Tom Webb

Chair, DESC
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Application form and materials submitted to the research ethics committee for a pilot
study exploring the acceptability, feasibility, and initial psychometric properties of the
CCAPS clinical measure

RESEARCH ETHICS APPROVAL FORM

STAFF/POSTGRADUATE RESEARCH

All staff (including research staff) and postgraduate students conducting research in
the Department of Psychology must complete this form before commencing their
research. Empirical work must not begin until the Department Ethics Sub-

Committee has approved the research.

Postgraduate Name Miss Emma L Broglia

Research Staff Name

Staff Name Professor M Barkham; Dr A
Millings

Date Ethics Form submitted 08/04/2015

Proposed starting date of research 13/04/2015

Brief title of investigation (state if this application is for a single study or for a series of
studies using the same methodology): An opportunistic service development
comparison of CORE-10 and CCAPS outcome measures in UK university counselling
services. This is a single study application to compare two well-known clinical
outcome measures as part of planned service development in university counselling

centres.

Aims/value of research: University counselling services vary in the process by which
they routinely collect clinical outcome data from their clients and this has
prevented shared practice. There are a number of tools available to routinely

measure clinical outcomes in students, but there are currently no guidelines to
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facilitate informed decision making in selecting a clinical outcome measure. For
many years the majority of UK university counselling services have administered the
Clinical Outcomes in Routine Evaluation (either the CORE-OM or CORE-10)
assessment which is commonly used across many counselling sectors. However, in
recent years a new outcome measure has been developed on American Universities
to specifically monitor clinical outcomes in university students — the Counselling
Centre Assessment of Psychological Symptoms (CCAPS). The CCAPS is the first
measure designed specifically for the student population and for this reason a
number of UK universities have started to implement CCAPS. However, CCAPS is yet
to be validated in a UK sample and university counselling services have expressed a
concern for differences in how CORE and CCAPS measure risk in UK students. The
proposed application intends to address these concerns with the following aims: 1)
Collaborate with university counselling services using or intending to use CCAPS,
through a recently established practice-research network; 2) Facilitate planned
service development in university counselling services intending to administer
CCAPS alongside CORE-10; 3) Analyse anonymised data on CORE-10 and CCAPS
measures from collaborating counselling services to explore the construct of the

two outcome measures; 4) Validate CCAPS in an UK student sample.

Proposed participants in research (Explain fully who the participants will be and how
they will be recruited. If the study does not involves a Level 1 Psychology student
sample, the information sheet provided to participants must be attached to this
form. If the study involves animals, state none and go to final section on research
involving animals). If the study does not involve human or animals, e.g., computer
modelling, state none and go to signature(s): A practice-research network was
recently established between heads of university counselling services and the

researchers named in this application. Members of the network are planning to
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administer CCAPS alongside CORE to allow a direct comparison of how the tools
measure clinical outcome and to aid informed decision making in service. For the
purposes of the proposed application, members of the network will be emailed
guidelines for implementing CCAPS and CORE-10 to ensure standardisation across
the counselling centres. The heads of counselling at each centre will encourage
their counselling staff to employ CCAPS and CORE-10 during a set period of planned
development. Whilst the period of planned development will vary across

counselling centres, it is anticipated to take place from April 13 2015.

Brief description of methods and procedure (give reference to established method
where appropriate): Both CCAPS and CORE are validated outcome measures used
within the university counselling domain and the intended counselling centres are
familiar with both tools. The reporting forms are already available; require no
additional cost, and run on the software already being used by the intended
counselling centres. The novel component of this planned service development is
administering both tools — rather than choosing one — to allow direct comparison
and inform decision making for choosing an outcome measure. A set of guidelines
for administering CCAPS and CORE-10 measures will be developed and circulated to
heads of counselling to review.

The guidelines will detail how to upload the relevant forms and the time points at
which the forms should be administered. All participating counselling centres intend
to administer CORE-10 and CCAPS from April 2015. Any member of counselling staff
(including trainee/unpaid/volunteer) is able to administer CORE-10 and CCAPS if
they choose to during this time. Where feasible, both measures will be
administered at the start of every session, for new clients only. The order of
administration will be randomised across counselling centres, counterbalanced for

centre size, and set-up in advance on the computer system. The randomisation




Appendix D1 73

table is provided in the appendix item 1.1. Instructions for ordering the forms on
the computer system will be detailed in the guide (appendix 1.2). CCAPS is already
administered by members within the network and the only anticipated change will
be administering an additional 10 questions from CORE-10; a tool all centres used
prior to using CCAPS. The short version of CORE has been chosen for this purpose to
minimise the burden of students attending counselling and to avoid disruption in
the usual running of the service.

Students will complete the forms on an iPad in reception whilst waiting for their
counselling session — a process already used at the intended counselling centres.
During the service development phase, an A5 information poster will be attached
to the cover of the iPads to explain to students that they may be randomly selected
to complete CORE-10 in addition to their usual assessment forms (see appendix
1.5) as part of the service development. The purpose of this is to provide students
with the opportunity to opt-out, and to also highlight the new collaborative
initiative between the university counselling centres.

Heads of university counselling will anonymise and share CORE/CCAPS data with the
research team to be merged with anonymised data from other university
counselling services. This ethics application is to apply for approval to analyse the
anonymised data to be provided by the counselling services. Analyses will explore
differences across the two measures and to validate the use of CCAPS in a UK
sample. The findings will be shared with participating services and will also
contribute to a related feasibility trial exploring outcome measures in university

counselling.

Has it been established that the proposed methodology will produce data from which
meaningful conclusions can be drawn? Strong links have been established between

the intended counselling centres and the researchers named in this application; as
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part of the newly formed practice-research network. Members within the network
already intend to administer CCAPS with CORE and possess the relevant facilities to
do so. The researchers in the proposed application will be a focal point for the
counselling centres to liaise with and to advise where necessary. Based on the
number, size and time of data collection across the intended counselling centres, it
is anticipated that data from up to 400 students can be gathered. A sample of 400
students on CCAPS-34 and CORE-10 will support confirmatory factor analysis (CFA)

to test the constructs of the two tools.

How will participants give informed consent to participate in the study? (Give details,
including details of procedures involving parental or guardian consent): Analysis of
anonymised clinical outcome measures within counselling services has been
standard practice for a number of years, and is widely seen within the sector and
outside in NHS therapy services as being part of good practice. For this purpose, it is
common practice for the existing contract between university counselling services
and clients using the service to specify that information gathered by the service
may be used for research purposes in anonymised form. Participants are at liberty
to decline - as they are at liberty to decline to complete the standard service
assessment forms. Declining will not impact on the service they receive.

The methods stated in this application refer to planned service development of
university counselling services and researchers will only have access to anonymised
data for the purposes of service evaluation. The Heads of University counselling
centres have already established collaboration through the practice-research
network and already intend to implement the methods proposed in this application
as part of their service development work. Therefore, the researchers will not have
any direct contact with participants from whom to register consent. Information on

the service development will be printed on the covers of iPads given to students in
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the counselling centres when they complete their usual assessments. The
information will inform students to speak to the receptionist if they choose to opt-

out of the service development.

Does the study involve any of the following ethical issues? (circle all that apply)

An intervention/treatment is being conducted (i.e. this is a clinical No
trial see University definition at:
http://www.sheffield.ac.uk/ris/other/gov-ethics/clinicaltrials
Questionnaires touching on sensitive issues Yes
Deception No
A procedure that might cause distress - even inadvertently No
Designs involving stressful situations No
Possible breach of confidentiality No
Invasion of privacy No
Working with children No
Working with disabled people No
The production of recorded media such as audio and/or video No
recordings?

What procedures will be used to address these issues (e.g. debriefing, providing
information/help, ensuring confidentiality is preserved). Please ensure that if your
project is a clinical trial you complete monitoring and adverse incident forms and
submit them to the Chair of the Ethics Committee as required. The committee may
ask to see copies of relevant documents. CCAPS is already employed by the
intended University Counselling Services and the only anticipated change will be
administering an additional 10 questions from CORE-10. CORE-OM, a longer

version of this outcome measure, was administered to clients at University
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Counselling Services for a number of years prior to the introduction of CCAPS in
September 2013. There is little to no potential psychological harm/distress
anticipated from this intended service development.

The 10 additional questions address topics of mental health which may be regarded
as a sensitive issue, but the questions are in-line with the questions already asked
in standard care and participants will be in the best place to deal with any
emotional consequences they experience from answering the questions. Clients will
be provided with information on the planned service development; an A5
information poster on the cover of the iPad in which they complete the standard
service forms. This will provide an opportunity to ask questions and to decline from
completing any of the forms —in line with standard practice. The information poser
will highlight to clients that declining will not impact their standard of care. All data

will be anonymised before being shared with researchers for analysis.

IF YOUR EXPERIMENT INVOLVES LEVEL 1 PSYCHOLOGY STUDENTS: Please provide a
description of your experiment that can be given to participants once they have
taken part. Note that this description should include full account of the aims and
method that you used (min. 150 words) — students will need this information for their
PSY104 assessment. Please ensure that the reference provided is available through

the University of Sheffield library. N/A

What measures will be put in place to ensure confidentiality of personal data, where
appropriate? Heads of university counselling services will anonymise data before
sharing it with the research team to merge with anonymised data from other
university counselling centres. The research team will not have access to any

personal identifiable data from clients attending any of the counselling centres.

Will financial / in kind payments (other than reasonable expenses and

compensation for time) be offered to participants? (Indicate how much and on
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what basis this has been decided). This project is part of planned service
development and will not incentivise participants directly; however, heads of
university counselling services will receive an overall report detailing the evaluation

of the two outcome measures.

Research Involving Animals

Under whose personal licence will the work be conducted?

Under which project licence will the work be conducted?

If the work is not covered by a licence (e.g., because it involves insects) please give

justification

| confirm that | have read the current version of the University of Sheffield

‘Ethics Policy Governing Research Involving Human Participants, Personal Data and

Human Tissue’, as shown on the University’s research ethics website at:

www.sheffield.ac.uk/ris/other/gov-ethics/ethicspolicy

Signed Declaration
Title of Research Project: A Service Development Comparison of CORE and CCAPS

Outcome Measures in UK University Counselling Services

| confirm my responsibility to deliver the research project in accordance with the
University of Sheffield’s policies and procedures, which include the University’s
‘Financial Regulations’, ‘Good Research Practice Standards’ and the ‘Ethics Policy
Governing Research Involving Human Participants, Personal Data and Human Tissue’

(Ethics Policy) and, where externally funded, with the terms and conditions of the


http://www.sheffield.ac.uk/ris/other/gov-ethics/ethicspolicy
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research funder. In signing this research ethics application form | am also confirming
that:

e The formis accurate to the best of my knowledge and belief.

e The project will abide by the University’s Ethics Policy.

e There is no potential material interest that may, or may appear to, impair the

independence and objectivity of researchers conducting this project.

Subject to the research being approved, | undertake to adhere to the project protocol
without unagreed deviation and to comply with any conditions set out in the letter from
the University ethics reviewers notifying me of this. | undertake to inform the ethics
reviewers of significant changes to the protocol (by contacting my academic

department’s Ethics Administrator in the first instance).

I am aware of my responsibility to be up to date and comply with the requirements of
the law and relevant guidelines relating to security and confidentiality of personal data,
including the need to register when necessary with the appropriate Data Protection

Officer (within the University the Data Protection Officer is based in CiCS).

| understand that the project, including research records and data, may be subject to
inspection for audit purposes, if required in future. | understand that personal data
about me as a researcher in this form will be held by those involved in the ethics review
procedure (e.g. the Ethics Administrator and/or ethics reviewers) and that this will be
managed according to Data Protection Act principles. If this is an application for a
‘generic’ project all the individual projects that fit under the generic project are

compatible with this application.
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| have read the BPS ethical guidelines for research and | am satisfied that all ethical
issues have been identified and that satisfactory procedures are in place to deal with
those issues in this research. | will abide by University Health and Safety Regulations

(http://www.shef.ac.uk/safety/cop/partl/index.html) including the codes of practice

designed to ensure the safety of researchers working away from University premises.

| understand that this project cannot be submitted for ethics approval in more than one

department, and that if | wish to appeal against the decision made, this must be done

through the original department.

Name of the Principal Investigator (or the name of the Supervisor if this is a postgraduate

researcher project): Professor M Barkham

If this is a postgraduate project insert the student’s name here: Miss E Broglia

Signature of Principal Investigator (or the Supervisor):

Date: 27" March 2015 %QL%,@A

EXPERIMENTER SAFETY

This form must be completed by all students prior to starting their projects and
must be submitted at the same time as they submit an ethics form. No research
must be conducted until after the Department has considered both the Ethics
form and the Experimenter Safety form and given permission for the research to

go ahead.
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Students in the Department of Psychology will frequently be involved in projects that
involve experimenters collecting data from participants. For example, these projects
might include collecting data for laboratory classes in taught modules, for Level 3
dissertations, or for postgraduate research. The participants could include, for example,
other Psychology students, students in other Departments, friends and acquaintances
outside the Department, or members of the public. The research might take place on
University premises, or in other organisations (e.g. schools, hospitals, companies), or
might be conducted in public places. Supervisors and students must consider the
potential risks to experimenters in any empirical research. Supervisors and students
must be familiar with the guidance and advice provided by Safety Services about
conducting research, especially when the experimenter is working alone.

See http://www.shef.ac.uk/safety/guidance/loneworking.html

Please complete the following (please answer all questions that are relevant):

Will the project be conducted on Sheffield University premises? YES —anonymised data
will be provided by external university counselling centres and data will be analysed by

the research team at Sheffield University

Will the experimenter conduct research on other premises? NO

If YES please specify by ticking box(es) below and give details:
Other University premises [ JWhere?. ..o
School/Educational premises [ JWhere?.......ccocooovooeceeeeieeeeeeeeeee,
Hospital/Clinic [ JWhere?.......cccoooeieeeeeeeeeeeee e

Company/Business [ JWhere?. ..o


http://www.shef.ac.uk/safety/guidance/loneworking.html
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Prison/Offenders institution [ JWhere?. oo,
Social/bar premises [ JWhere?. .o,
Private houses/flats etc. [ JWhere? ..o,

Other premises [ JWhere?.........c.cooovovovoeoeeeceeeeeeeee.

Will the experimenter conduct research in other places? NO

If YES please specify by ticking box(es) below and give details
Camps/playgrounds [ JWhere?........cocooveeoioeiiieeeeeeeeeeen
Sports facilities [ JWHhere?.......cccccoovoeeeeoeoeeeeeeeeeeeeen

Public spaces/malls [ JWhere?. e,
Streets [ Where?. ..o

Other [ JWhere?. ...

Might the participants pose any risk to the experimenter?  NO

Where necessary, please describe below the measures that have been put in place to
ensure the safety of the experimenter. Please refer to the Safety Services web pages
for examples of appropriate measures. This study involves analysis of anonymised

service data only and there are no risks or concerns anticipated.

Please note. Undergraduate experimenters must never work alone in the following
environments: participants’ homes, social/bar premises, or any other environment that

may pose a risk to the experimenter.

Students should tick the following boxes and sign below:
v | have read the relevant Safety Services information.

v | have fully considered any potential risks that the proposed experiment might have.
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v | will inform my supervisor/the Department immediately should the research alter in
such a way that the level of risk becomes greater than stated above.
v If, at any time, | am concerned about the risks entailed in my research | will stop the

research and discuss my concerns with my supervisor.

Gthagia Hemsomr
Signed Student: | Date: 27" March 2015

Supervisors should tick the following boxes and sign below:

v | have read the relevant Safety Services information.

v | have discussed any potential risks with the student.

v | am satisfied that measures outlined above are the most appropriate ones to

minimise risk to the experimenter.
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Appendix D1 (cont’d) materials

Randomisation table:

Site Site size
Site Name Number Form_1 Form_2 (approx. total student count)
University of Sheffield 1 CORE-10 | CCAPS-34 26309
University of Keele 2 CCAPS-34 | CORE-10 10154
University of Bangor 3 CORE-10 CCAPS-34 10460
University of Bradford 4 CCAPS-34 | CORE-10 12000
University of Sussex 5 CORE-10 | CCAPS-34 13000
Manchester Metropolitan University | 6 CCAPS-34 | CORE-10 32162

Sites have been counterbalanced by size across randomisation of the tools

83
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Appendix D1 (cont’d) materials

A guide for administering CORE-10 and CCAPS-34 outcome measures in Titanium

Intentions and expected outcomes

The aim of this guide is to provide a standardised set of instructions for counselling
centres intending to administer CORE-10 and CCAPS-34 outcome measures, side-by-
side, during a period of planned service development. The proposed period to
administer CORE-10 with CCAPS-34 commences in April 2015. For the purpose of this
comparison, the CORE-10 form has been developed in Titanium© and instructions for

importing the form are included in this guide.

At the end of the data collection period, data from all participating counselling services
will be anonymised, collated and analysed for the following intentions: 1) Provide a
direct comparison of CORE-10 and CCAPS outcome measures; 2) Explore similarities and

differences between how the tools measure risk; 3) Validate CCAPS in a UK sample.

To fulfil the intentions stated above, it is expected that data from 400 students can be

collected across participating sites during April-June 2015.

Why should | take part?

There is a unique opportunity to validate CCAPS in a UK sample by sharing anonymised
data across UK University Counselling Services that are already administering CCAPS. To
date it is not known how well CCAPS is able to detect risk in UK students and comparing
CCAPS to CORE-10 will allow a direct comparison. In order to reduce the burden on
clients attending counselling and to minimize service disruptions, the CORE-10 has been
chosen to represent the CORE-OM. By administering CCAPS and CORE-10 for a brief

period of time it is hoped that sufficient data will be collected without causing additional
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and unnecessary burden. The research team at the University of Sheffield facilitating
this planned service development will perform all necessary analyses and will share

reports with participating centres.

Am | eligible to take part?

You are eligible if your counselling service meets the following criteria:

Your clients are students of higher or further education

Your computers run Titanium®©

If you have questions regarding eligibility, please contact the research team (details

below)

Is this project safe?
Yes. Whilst these guidelines are intended to facilitate service development, the methods
have been approved by the Research Ethics Committee at the University of Sheffield

and are endorsed by the British Association for Counselling and Psychotherapy (BACP).

How will the identity of my clients be protected?

At the end of the agreed data collection period, you will be asked to anonymise your
clients’ data with unique IDs; by following the instructions provided in this guide. No
personal identifiable data will be shared outside your counselling service. The research
team will not have access to any personal information from your clients or your staff. All

data will be anonymous.

Can | analyse the data myself?
Yes. You will be able to analyse your data as you see fit and you will be kept informed on
the progress of analysis on the combined dataset. You will be asked to share

anonymised data with the research team to allow data to be combined across all
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participating counselling centres. All participating centres will be encouraged to

contribute to the development of the final report.

When do | administer CORE-10 and CCAPS-347?

From Monday 13" April 2015, all participating counselling centres will be encouraged to
administer CORE-10 and CCAPS-34. Any member of counselling staff (including
trainee/unpaid/volunteer) is able to administer CORE-10 and CCAPS-34 if they choose to
during this time. Where feasible, both CORE-10 and CCAPS-34 will be administered at
the start of every session, for new clients only. If your service already administers
CCAPS-64 on the first session, please still administer CORE-10 at this session. From
session 2 onwards, please administer CCAPS-34 with CORE-10. The order of
administration has been randomized across counselling centres and the allocation for

your counselling centre is detailed below:

Name of counselling CENTIE: ..ot e
Please always administer (1) ......ccccceoeeennene. followed by (2) oo

How do | upload the CORE-10 form to Titanium?

The CORE-10 form has been created and shared in Titanium for you to use. You have
also been emailed with the CORE-10 form attachment. Please follow these steps: 1) Find
the email with subject “OM10 UK Sample Version 2.xml”; 2) Save the attached file to
your desktop; 3) In Titanium: Configure - System Configuration — [Notes and Data Forms]
— {Data Forms}; 4) Click {Import}; 5) Go to your desktop, click on the file saved from the
email and right click {Open}; 5) In Titanium: the data form will be at the bottom of your

list of forms.
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Please note: The file will keep the name of the form and add on “Imported

mm/dd/yyyy” to the form name

How do | order the forms?

There are a number of ways you may wish to order the forms. You may choose to order
the presentation of the forms to the client by adjusting your setting in Titanium© in the
“web component” feature: 1) Configure — Web component — Web component menu —

New?* ; 2) *or you may edit an existing label by selecting — menu option label

The order of the presentation of the forms to the client is determined by the order in
which they are ranked in this setting; this is the rank order of items selected in the
design of each form. For some centres that use their receptionist to upload the relevant
forms, you may choose to add a reminder on the client’s appointment to ensure the
correct forms are administered in the correct order. If you choose to do so please also
inform all staff, including admin staff, of the anticipated changes. If you would like
advice on ordering the forms in a way which suits your service, please contact the

research team.

How do | export the data?
You may choose to export the data from Titanium© by following these steps: 1)Go to
Reports; 2) In the open dialogue box select — data form statistics; 3) Select the relevant

date range you would like to export; 4) Select — export details — to Microsoft Excel.

This will export ALL forms completed by ALL clients during the selected date range. The
clients that were not involved in the service development may be deleted from the Excel

spreadsheet by deleting the row of each excluded client. For the remaining, relevant
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clients, simply replace their Titanium Client Number, with a Study ID provided in the
“UK_norms_sitel” document. Exporting the data in this way will produce separate
sheets for CCAPS-62, CCAPS-34 and CORE-10. You may choose to either leave the sheets
separate with the study ID at the start of each sheet, or you can paste the data from all

sheets into one sheet with the study IDs in the first column.

If you would prefer to input the data manually, please see the following section.

How do | anonymise the data?

You have been emailed with two Microsoft Excel documents with the filename example
format “uk_norms_sitel” and “key1 (do not share)” where “sitel” is a unique number
which refers to your counselling centre. The document titled “key” contains a list of
study ID’s with an empty adjacent column. Please use this spreadsheet to log your client
names with the corresponding study ID and do not share this with anyone. The key is for
you to track which clients correspond to the study IDs in case additional information in
needed in the future. The document titled “uk_norms_sitel” contains an empty
spreadsheet with headers that correspond to the data to be inputted for the purpose of
the CORE-10/CCAPS comparison. In your own time, please complete the spreadsheet by
inputting the relevant data in the relevant cells. We appreciate that this is a time
consuming task and we are grateful for your contribution in this unique opportunity. If
you would like help inputting the data or propose a more time efficient method, please

contact the research team.

Important: Please ensure that no personal identifiable data is entered in the Excel

document. Please do not share the key with anyone outside of your counselling service
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How do | share the anonymised data?
Once the spreadsheet titled “uk_norms_sitel” is complete, please email it to:

elbroglial @sheffield.ac.uk with the subject of the email titled “UK norms sitel data”

What happens next?
If you are ready to import the forms into Titanium©, please follow the instructions
provided in this guide. If you have questions or would like assistance preparing for the

proposed data collection period, please contact the research team as detailed below.

How do | inform my staff?

Guidelines may be shared with all counselling staff intending to support this proposed
service development. You have also been provided with reminder posters for your
counselling staff to put up in their rooms. Participating sites are encouraged to discuss
these proposed changes with all staff members before the proposed start date of

development.

Who can | contact for assistance?

If you or your counselling staff has any questions, please contact:


mailto:elbroglia1@sheffield.ac.uk
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Ethical approval letter for the pilot study that explored the acceptability, feasibility, and
initial psychometric properties of the CCAPS clinical measure (email)

From: Psychology Research Ethics Application Management

System <no_reply@psychologyresearchethicsapplicationmanagementsystem>
Date: 22 April 2015 at 10:44 ref:1144

Subject: Approval of your research proposal

To: A.Millings@sheffield.ac.uk

Your submission to the Department of Psychology Ethics Sub-Committee (DESC) entitled
"An opportunistic service development comparison of CORE-10 and CCAPS outcome
measures in UK university counselling services. " has now been reviewed. The
committee believed that your methods and procedures conformed to University and

BPS Guidelines.

| am therefore pleased to inform you that the ethics of your research are approved. You

may now commence the empirical work.

Yours sincerely,
Prof Paul Norman

Acting Chair, DESC


mailto:A.Millings@sheffield.ac.uk
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Scree plot of Eigenvalues from the Exploratory Factor Analysis (EFA) performed on the CCAPS data from the validation study

Scree plotfrom EFA on CCAPS-62 items
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Appendix E1

Application form and materials submitted to the research ethics committee for an online
survey version of the CCAPS measure with non-help-seeking students (email)

On 16/12/2015 13:34, Emma L Broglia wrote:

Hi Tom,

I'm writing ethics on a project for distributing an online clinical tool to 'nonclinical’
Students across various Universities in the UK. My supervisors and | are part of a special
interest group for establishing UK norms in student mental health. A previous project in
my PhD collected data from a student clinical sample and members in the group are
now agreeing to collect data from nonclinical students from any university in the special
interest group that would like to take part. | wonder if you could advise on two main

queries:

1) If we state in the ethics application that the online survey link will be circulated to a
primary contact at each participating university who will then distribute the survey to
their students, would the ethics from Sheffield cover data collection at participating

universities or would each university have to submit their own ethics application?

2) This study follows on from a previous study in my PhD as we essentially wish to
repeat the study across more universities which a few tweaks, having learnt from the
first study. With this in mind, do we start a new separate ethics application?

If it helps, the previous study has finished and we have analysed the data. Any advice

would be greatly appreciated.
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Appendix E1 (cont’d)

Application form and materials submitted to the research ethics committee for an online
survey version of the CCAPS measure with non-help-seeking students

An outline of changes proposed for research the Research Ethics Committee

This document provides an overview of changes proposed as an extension to an existing

research project with ethical approval from the Department of Psychology Ethics

Committee.

Postgraduate Name:

Emma L Broglia

Research Staff:

Professor M Barkham; Dr A Millings

Original research aims

1. Collaborate with university counselling services using or intending to use CCAPS

2. Facilitate planned service development in university counselling services

intending to administer CCAPS alongside CORE-10

3. Analyse anonymised data on CORE-10 and CCAPS measures from collaborating

counselling services to explore the construct of the two outcome measures

4. Validate CCAPS in a UK student sample

New research aims

1. Collaborate with a wider pool of university counselling services using or

intending to use CCAPS; including new services which have since joined the

collaborative initiative
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2. Facilitate planned service development in new university counselling services
intending to implement CCAPS

3. Repeat anonymised data collection in the original university counselling services
intending to administer CCAPS alongside CORE-10 at a different academic time
point

4. Analyse anonymised data on CCAPS and CORE-10 to explore sensitivity to
change and confirmatory factor analysis on the outcome of original analysis

5. Capture CCAPS data on a non-clinical sample of students enrolled at
participating universities to develop a control comparison sample to establish

UK norms on student mental health

Justification for proposed changes

Since starting the original planned research, more university counselling services have
decided to implement CCAPS into routine practice and have expressed an interest in
collaborating with existing universities. This has been viewed to be advantageous for
collecting data from a more geographically diverse student population whilst also
supporting services that have taken the initiative to be more research active.
Furthermore, analysis on original data suggested subtle differences across sites with
respect to the psychological symptoms students presented with. This may give rise to
potential symptom clusters which are specific to location or institution and warrants

further investigation.

Compared to the CCAPS US Normative Sample, UK university students in the original
research project obtained higher symptom severity on every CCAPS measure. However,

as data collection was predominantly from two sites, analysis on a larger geographically
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diverse sample is required to consolidate this finding. Furthermore, if symptoms remain
elevated in phase 2 of data collection then comparison to a control group would be
necessary to determine the extent to which symptoms are elevated within a UK
population. Therefore the new research project proposes to administer an online

version of CCAPS to non-clinical students enrolled at participating universities.

Lastly, services in the original research project observed potential differences between
how CCAPS and CORE-10 are sensitive to change. Using a clinical measure which is
sensitive to change is particularly important in University counselling services because
treatment is confined to a short period of time to fit within the academic term times.
Therefore is it important for a clinical measure to be sensitive to change to be more
responsive to the service context. This analysis was not feasible in the initial research
because the scheduling software which runs CCAPS does not clearly indicate whether a
client has completed therapy nor the reason for ending therapy (e.g. planned ending or
drop-out). Because of this it was not possible to compare pre-post CCAPS scores in
order to calculate clinical reliable change. Analysing clinical reliable change in CCAPS and
benchmarking it to CORE-10 as a UK standard, is the final stage required to validate use

of CCAPS in a UK population.

To limit the burden on new university counselling services implementing CCAPS, the
new research project proposes to only administer CCAPS with CORE-10 in the original
group of participating universities. This will require little to no training as staff are
already trained and experienced in administering CCAPS with CORE-10 and materials
have already been implemented. The only proposed amendment would require adding
a new data entry field to the existing electronic form to indicate: i) last counselling

session and; ii) reason for last session.
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Methods: Distributing CCAPS online to non-clinical students

With permission from the Centre for Collegiate Mental Health CCMH

(http://ccmh.psu.edu/) who support use of CCAPS, an online version of CCAPS will be

created in Qualtrics (http://www.qualtrics.com/) under the departmental licence. The

survey link will be shared with primary contacts at each collaborating university to
distribute the link to students enrolled at each university. Personal data will not be
collected to allow responses to remain anonymous. Instead, a series of demographic
guestions will be asked to help characterise sub-populations. The form below displays

the demographic questions.

Institution Name

DOB (dd/mm/yyyy)

Course subject

Gender Male

Female

Transgender

Rather not say

Year of study

Mode of study Full time
Part time

Nationality

Student type Home/EU

International

Reasons (1%, 2™):



http://ccmh.psu.edu/
http://www.qualtrics.com/
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Appendix E2

Ethical approval letter for the online survey version of the CCAPS measure with non-help-
seeking students (email)

From: Thomas Webb <t.webb@sheffield.ac.uk> 17 December 2015 at 11:43

To: Emma L Broglia <elbroglial @sheffield.ac.uk>

Hi Emma,

For information this was application #1119. Your proposed changes seem like a logical

extension of your original work and do not seem to have additional ethical ramifications.

| am therefore happy for you to conduct this additional work under the approval that

you received for the original project. Good luck with the research!

With best wishes,

Tom

As Chair DESC
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Table of p values from Bonferroni corrected post-hoc simple effect analyses conducted
following a 5 x 8 mixed factorial ANOVA comparing CCAPS symptom cluster by faculty

Arts Engineering  Medicine Science  Social Science

N 753 143 313 927 678
Arts (n=753)
Depression - .258 323 452 .096
Generalised anxiety - .001* .259 463 .063
Social anxiety - .254 .001* 152 .023
Academic distress - .358 .145 .096 .059
Eating concerns - .965 .369 .296 .354
Hostility - .245 .953 114 146
Alcohol use - 201 246 312 136
Distress index - .326 .955 .063 .345
Engineering (n = 143) Arts  Engineering Medicine  Science Social Science
Depression - - .065 354 .260
Generalised anxiety - - .016 .265 .001*
Social anxiety - - .263 .196 612
Academic distress - - 124 .096 .369
Eating concerns - - .359 .035 .320
Hostility - - .059 .200 .088
Alcohol use - - .036 .390 132

Distress index - - .268 401 .185
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Appendix E3 (cont’d)

Table of p values from Bonferroni corrected post-hoc simple effect analyses conducted
following a 5 x 8 mixed factorial ANOVA comparing CCAPS symptom cluster by faculty

Arts Engineering Medicine Science Social Science

N 753 143 313 927 678
Medicine (n = 313) Arts Engineering Medicine Science Social Science
Depression - - - .362 .258
Generalised anxiety - - - .074 134
Social anxiety - - - 324 .001*
Academic distress - - - .851 .620
Eating concerns - - - .032 913
Hostility - - - .085 460
Alcohol use - - - 923 621
Distress index - - - 241 .362
Science (n =927) Arts Engineering Medicine Science Social Science
Depression - - - - .345
Generalised anxiety - - - - .258
Social anxiety - - - - 126
Academic distress - - - - .358
Eating concerns - - - - 125
Hostility - - - - .963
Alcohol use - - - - .854
Distress index - - - - 623

*Bonferroni corrected p value = 0.002 (0.05/30)
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Appendix E4

Table of p values from Bonferroni corrected post-hoc simple effect analyses conducted
following a 3 x 8 mixed factorial ANOVA comparing CCAPS symptom cluster by help-
seeker status

Previous help (n =640)  Current help (n = 236)

Avoided help (n = 488) p value p value
Depression 252 .004
Generalised anxiety .198 .006
Social anxiety .077 .004
Academic distress .892 .010
Eating concerns .995 917
Hostility .953 408
Alcohol use .659 .198
Distress index 207 .005

Current help (n=236)

Depression .039 -
Generalised anxiety .015 -
Social anxiety .088 -
Academic distress .006 -
Eating concerns .909 -
Hostility 332 -
Alcohol use .863 -
Distress index .015 -

*Bonferroni corrected p value = 0.002 (0.05/24)
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Appendix E5

Mean and SDs for CCAPS subscale scores from the total sample of students that
completed the CCAPS survey compared with the sample after removing 10% of self-
reported help-seekers

Means (Rank) SDs

Groupl Group2 Groupl Group?2

(n=2108) (n=1870) (n=2108) (n=1870)

Depression 2.02 (4) 2.00 (4) 0.75 0.75
GAD 1.93(5) 1.94(5) 0.82 0.81
Social Anxiety 2.08 (2) 2.05 (2) 0.88 0.88
Academic Distress  2.53 (1)  2.52 (1) 0.93 0.92
Eating Concerns 1.17 (8) 1.12 (8) 0.95 0.92
Family Distress 1.31(6) 1.32 (6) 0.97 0.95
Hostility 1.18(7) 1.17(7) 0.83 0.81
Substance Abuse  1.08 (9) 1.05 (9) 1.02 1.01
Distress Index 2.06 (3) 2.05 (3) 0.68 0.68

Group 1 = Total sample

Group 2 = Total sample with self-selected help-seekers removed (n = 238)
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Application form and materials submitted to the research ethics committee for a
feasibility trial comparing counselling alone with counselling supplemented with a well-
being app for students experiencing anxiety or depression

Ethics Application #006171

Applicant details

Created: Wed 12 August 2015 at 06:45

First name: Emma

Last name: Broglia

Email: elbroglial @sheffield.ac.uk

Programme name: PhD Psychology (ft)

Module name: PhD study 4, Feasibility Trial

Last updated: 14/12/2015

Department: Psychology

Date application started: Wed 12 August 2015 at 06:45

Applying as: Postgraduate research

Research project title: A feasibility trial comparing embedded university counselling
versus counselling supplemented with a wellbeing app for students with anxiety or

depression

Basic information

1. Supervisor(s) Michael Barkham m.barkham@sheffield.ac.uk

2: Proposed project duration Proposed start date: Mon 4 January 2016; Proposed end
date: Mon 1 August 2016

3: URMS number (where applicable)

URMS number
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- not entered -

4: Suitability

Takes place outside UK? No

Involves NHS? No

Healthcare research? No

ESRC funded? No

Involves adults who lack the capacity to consent? No
Led by another UK institution? No

Involves human tissue? No

Clinical trial? Yes

Social care research? No

5: Vulnerabilities
Involves potentially vulnerable participants? No

Involves potentially highly sensitive topics? Yes

Summary of research

1. Aims & Objectives

The primary aim is to demonstrate whether a well-being mobile phone app can be
integrated with face-to-face counselling in an embedded university counselling service.
For this purpose, the secondary aims are as follows: 1) Identify client characteristics
appropriate for supplementing counselling with well-being app; 2) Explore the
usefulness of app features for facilitating client-counsellor discussion; 3) Explore

differences in therapeutic alliance between clients receiving counselling versus
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counselling supplemented with well-being app; 4) Explore service contribution to
client’s university experience, service satisfaction and academic coping; 5) Explore
treatment preference and acceptability of randomisation; 6) Refine recruitment method
and estimate expected recruitment period for RCT; 7) Estimate sample size for an
adequately powered RCT; 8) Estimate completion rate at 3-month and 6-month follow-
up; 9) Finalise resource needs to inform funding application for full RCT; 10) Inform cost-

effectiveness of full intervention.

2. Methodology

Setting:

The trial will take place at the University of Sheffield student counselling service which
receives approximately 1,300 student referrals annually . Strong relations have been
formed with the University Counselling Service (UCS) through previous research

activities and staff are committed to supporting the trial.

Timeframe:

Staff training and implementation will commence in January 2016 and will be reviewed
before recruitment commences. Following the review, data collection will commence
and will last 12-weeks during term time. Recruitment will occur in the first 2-3 and the
remaining time will be dedicated to offering up to 6 counselling sessions for participants
in both treatment conditions. Follow-up measures will also be sought 3-months and 6-

months after entry into the trial.

Therapists:
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Therapists who are accredited by the British Association of Counselling and
Psychotherapy (BACP) or the UK Council for Psychotherapy (UKCP), and are employed
by the University counselling service, will be eligible for the trial. A total of 6 therapists
have been assigned to support the trial, both in development and delivery, and will
receive specific training. Therapists will be asked to complete a brief intake
guestionnaire to capture their model of practice and specific therapeutic style.
Therapists will also be provided with the BACP competency framework and the service’s

most recent clinical handbook to ensure best practice.

Support will be available to therapists throughout the trial with the option of a weekly
drop-in session with a researcher on site and with fortnightly group meetings with the
head of service. All therapists will deliver counselling to clients in the control condition
(treatment as usual) and in the intervention condition (counselling supplemented with a
behavioural tracking mobile phone app) to control for therapist effects. However,
contamination across conditions is not anticipated because delivery of the intervention
relies specifically on the counsellor utilizing the app during sessions to aid discussion and

review goals; this will not be available to clients in the control condition.

Training and implementation:

The trial will be initially presented in a UCS staff meeting with the head of service and a
member. The trial will be initially presented in a UCS staff meeting with the head of
service and a member of the research team. The aim of the initial meeting is to provide
an opportunity for counsellors to ask questions and decide whether they would like to
support the trial. During the meeting, counsellors will have the opportunity to use the
mobile phone app whilst being led by the researcher to explain various app

functionalities. Staff will be presented with examples of how the app may be utilised
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between and within face-to-face counselling sessions. After the meeting, counsellors
will be encouraged to use the app in their own time over the following week.
Counsellors will later receive a brief online evaluation form to critique the app and its
appropriateness for integrating with face-to-face. All counsellors will receive training to
address the following: recruiting clients, using audio recording devices, how to proceed
when a client withdraws from the trial, and how to report risk.

Various scenarios will be practised leading up to the trial to ensure that
counsellors are confident with technical and administrative requirements of the trial.
This may include using tablets/tablets to log-on to a dummy app user account
containing fake data to encourage counsellors openly navigate around various app
features. Role-play style sessions will be used to practice recruitment during triage
sessions and various scenarios which may arise in the intervention condition.
Counsellors will be asked to share their observations with the group and a session
summary will be added to training packs. As part of the implementation phase,
electronic versions of the trial outcome measures (described below) will be added to the
electronic scheduling system. Outcome measures will be introduced to staff at the initial

staff meeting and will be addressed in training where appropriate.

Participants:

The trial aims to recruit 40 students approved for university counselling and meeting
clinical cut-off for anxiety (10 on PHQ-9) or depression (10 on GAD-7). Clients will be
allocated to a condition based on the counsellor’s clinical judgement at triage. This will
involve deciding on the client’s appropriateness for receiving counselling supplemented
with a behavioural tracking well-being app. Treatment preference will be discussed and
clients will be informed on their allocation before consent is sought.

Inclusion criteria:




Appendix F1 107

Participants will be invited into the trial if they meet the following criteria:
1. Registered student at the University of Sheffield
2. Approved for counselling (based on clinical judgement at triage)

3. Meet clinical cut-off for anxiety (10 on PHQ-9) or depression (10 on GAD-7)

Exclusion criteria:

Participants will be excluded if they meet the following criteria:

1. Present high risk to self or others

2. Currently receive therapeutic support

3. Currently taking prescribed psychotropic medications; or due to start during the trial

4. Have complex mental health problems

Recruitment:

Clients approved for counselling at their triage session will be provided with a study
booklet by their therapist and a brief summary of the trial will be explained. As
therapists book the first counselling appointment, clients will be asked if they would like
to book a study information session with a researcher prior to their counselling
appointment. Any client who books a study information session will be flagged on the
scheduling software to inform the researcher and to prompt a text message reminder
for the client 24 hours before the appointment. Clients will have the opportunity to
discuss the study in more detail with a researcher on site directly after their triage
should they choose to otherwise they will have the opportunity in their study slot. After
triage, therapists will complete an electronic outcome form detailing the client’s
appropriateness for receiving counselling supplemented with the behavioural tracking
well-being app. It is standard practice to ask clients to arrive 10 minutes early to their

counselling appointment to complete clinical forms. For the purpose of the trial, the
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study session with clients has been scheduled to last approximately 20 minutes, but will
include the clinical forms required for standard practice and will therefore only require
an additional 10 minutes of client time.

The aim of the study session is to inform clients of the goals of the trial and to
provide an opportunity to ask questions. Clients will be informed that they may have the
opportunity to receive counselling supplemented with a behavioural tracking well-being
app in the trial, if they meet eligibility. Written informed consent will be obtained and
clients will be asked to complete paper versions of PHQ-9 and GAD-7. Whilst the
researcher scores their responses, clients will be asked to complete CCAPS-62 and
CORE-10 on an tablet, in line with standard practice. Clients who meet clinical
cut-off for anxiety (10 on PHQ-9) or depression (10 on GAD-7) will be asked for their
treatment preference and informed of their therapist’s judgement on which condition
they would be most appropriate for.

The outcome of the session (eligibility and client’s participation decision) will be
completed on an electronic form which will notify the therapist before the counselling
session is due to start. Participating clients in the intervention condition will be provided
with an app booklet with instructions on how to install the app on their mobile phone
and to use specific features. This booklet will also be available to therapists to aid
discussion in the counselling session (attached). Participating clients in the control
condition will be provided with a version of the participant information booklet which
does not contain information on the app (attached). This booklet will contain
information on the aims of the trial and the importance of capturing data from a control
comparison group. All versions of the booklet will detail reasons for administering the
study measures at each time point and will provide expected dates for the 3-month and
6-month follow-up measures. Here participants will also be informed that a £10

shopping voucher will be posted to participants at 3-months and again at 6-months to
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acknowledge their time spent completing the additional research measures. Vouchers
will be posted by the UCS and envelopes will not contain any information to indicate
that they have been sent from the UCS.

Postage costs will be covered by the research team. Non-participating clients
will be thanked for their time and directed back into the waiting room for their therapist
to collect them for their first counselling session. Participants will be entitled to keep the
study information booklet should they choose to. The back of the booklet will provide
contact details of the counselling centre, emergency/crisis numbers, and a university
contact for complaints on the occasion that clients would like to make a complaint
about the research. Following completion of the study information session, clients will
be directed to their first counselling session. A detailed trial process document has been

attached and the participant flow diagram is displayed in figure 1.

Intervention:

All participants will receive an active treatment in line with standard practice and
therefore will not be disadvantaged by participating in the trial. Participants have access
to the standard level of care at Sheffield UCS; which includes a waiting period
dependent on service availability, but is typically shorter than NHS services. In 2013/14,
the typical waiting periods for Sheffield UCS were 3-5 working days for initial session
(service agreement states within 10 days) and 8-10 working days for ongoing sessions.
Once participants enter the trial, they will be allocated to one of two conditions: 1)
counselling in line with the service’s standard practice (control); 2) counselling
supplemented with a behavioural tracking well-being app (intervention). Participant’s
treatment preference (control or intervention condition) will be recorded, however,
their allocation will be determined by Therapist’s clinical judgement on their

appropriateness for receiving counselling supplemented with a behavioural well-being
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app. On the occasion where clients would prefer to join a condition which does not
agree with their therapists clinical judgement the therapist will be asked to join the
study information session to address the client’s concerns. This discussion will
determine the client’s allocation to a condition, however this discrepancy is not
anticipated because anecdotal evidence suggests that clients and therapist are in
agreement in the outcome of the triage appointment. A breakdown of components
across each condition is presented in table 2 (page 8) of the attached protocol. The

participant flow diagram is presented in page 9 of the attached protocol.

Counselling as standard treatment (control):

Up to 6 sessions of face-to-face counselling will be offered to participants in line with
standard practice at Sheffield UCS. Sessions will be 50-minutes in length and the
frequency of sessions will be determined through counsellor-client discussions. If
participants are shown to require more than 6 sessions, treatment will continue outside
of the trial and will be supported by the counselling centre. On this occasion, trial data
will only be collected up to session 6. Therapists will be asked to briefly describe their
model of practice and specific therapeutic style to enrich understanding of the service’s

standard of practice.

Counselling supplemented with well-being app (intervention):

Up to 6 sessions of face-to-face counselling will be offered to participants in line with
standard practice at Sheffield UCS. Sessions will be 50-minutes in length and the
frequency of sessions will be determined through counsellor-client discussions. As well
as the standard level of care, counselling sessions will be supplemented with guided use
of a behavioural tracking well-being app to promote engagement between face-to-face

sessions. The well-being app will be used on an tablet during counselling sessions to
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facilitate discussion and to aid the decision process for setting goals and reviewing client
progress. Through these discussions, clients will be guided through various app features
to decide on which activities would be beneficial to use between face-to-face sessions.
App features may include: 1) Behaviour tracking: mood, thoughts, sleep, relationships,
time outside, alcohol and more; 2) Reflective thinking: guided CBT, mindfulness and
positive visualisation exercises; 3) Guided relaxation: breathing, meditation and body
scanning exercises; 4) Peer led support: through participation with anonymous online
communities.

Clients will be randomly prompted to engage with the app daily and to log
various behaviours. Clients will also be encouraged to prepare for their counselling
sessions by reflecting on their diary entries and deciding on what they would like to
address in the session. During face-to-face sessions, therapists will be encouraged to
review client’s app activity, discuss the client’s reflections and progressively adjust goals
where appropriate. Therapists will be provided with an tablet to use with clients in
sessions which may include clients accessing their app account to display their activities
with their therapist. Sessions will also be audio-recorded with the tablet to be more
discrete than traditional recording equipment. Audio recordings will be analysed to
explore how various app features are discussed during counselling sessions. For this
reason, audio recording will be specific to the intervention condition and clients in the

control condition will not be audio recorded.

Measures: Clinical Outcomes

CORE-10: The 10-item Clinical Outcomes in Routine Evaluation Outcome Measure
(http://www.coreims.co.uk) will be administered at triage (intake), every counselling

session and at 3-month and 6-month follow-up to measure symptom severity.
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Statements refer to the previous week and are scored on a 5-point Likert scale (O=not at
all; 4=most or all of the time), whereby higher scores indicate higher symptom severity.
Items also provide measures on the following subdomains: subjective well-being;
anxiety; depression; physical problems; trauma; general functioning; functioning of
close relationships; functioning of social relationships; risk to self; risk to others. CORE-
10 has been viewed as a proxy for CORE-OM which has been used widely in
psychological services across the UK and is standard practice in many university

counselling services.

CCAPS-34: The 34-item Counselling Centre Assessment for Psychological Symptoms
(Locke et al, 2011) will be administered at triage (intake), every counselling session and
at 3-month and 6-month follow-up to measure psychological symptoms specific to
university students. Items refer to the previous 2-week period and are scored on a 5-
point Likert scale (O=not at all like me; 4=extremely like me), whereby higher scores
indicate higher symptom severity. ltems also provide scores on the following
subdomains: depression; generalised anxiety; social anxiety; academic distress; eating
concerns; hostility; alcohol use; and suicide ideation. CCAPS is the only measure
designed to detect psychological symptoms in university students specifically and has
been used widely in student counselling centres in USA. The measure was recently
introduced in the UK and has been used alongside CORE-10 at Sheffield UCS in a
previous validation study (ethical approval by the Department of Psychology Sub-

Committee DESC on 22/04/2015).

PHQ-9: The 9-item Patient Health Questionnaire will be administered in the consent
session to determine eligibility. Clients who reach clinical cut-off for depression (scores

10+) or anxiety (scores 10+) on GAD-7 will be invited into the trial. ltems refer to the last
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two weeks and are scored on a 4 point Likert scale (O=not at all; 3=nearly every day).

Higher scores indicate higher severity, with scores over 11 reaching clinical cut-off.

GAD-7: The 7-item General Anxiety Disorder measure will also be administered in the
consent session to determine eligibility. Clients who reach clinical cut-off for anxiety
(scores 10+) or depression (scores 11+) on PHQ-9 will be invited into the trial. ltems
refer to the last two weeks and are scored on a 4 point Likert scale (O=not at all;
3=nearly every day). Higher scores indicate higher severity, with scores over 11 reaching

clinical cut-off.

Measures: Academic coping:

Clients will be asked questions about their opinion on their ability to cope academically,
at pre and post counselling. The theme of academic coping will also discussed in follow-
up telephone interviews. Participants will be asked various questions to indicate
whether their mental health is impacting their studies (or vice versa) and whether they
believe that counselling has helped with their university retention and overall

experience.

Measures: Resilience

The 10-item Connor-Davidson Resilience Scale (Campbell-Sills & Stein, 2007) will be
administered at intake to measure resilience and psychological functioning. Items refer
to the previous month and are scored on a 5-point Likert scale (O=not true at all; 4=true
nearly all of the time), whereby higher scores demonstrate better resilience. As
indicators of resilience, CD-RISC 10 measures an individual’s ability to tolerate change,
pressure, personal problems, negative outcomes, painful feelings and iliness - all

common experiences for university students. The CD-RISC 10 is a short version of the
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original CD-RISC 25 (Connor & Davidson, 2003) which has good internal consistency,
good construct validity, and has been demonstrated to have a factor structure which is

more stable than CD-RISC 25 (Campbell-Sills & Stein, 2007).

Measures: Therapeutic Alliance

The 12 item Working Alliance Inventory-Short Form (Hatcher, R. L & Gillaspy, J. A, 2006)
will be administered at session 3 to measure the strength of therapeutic alliance. Items
refer to client’s current views on their therapist and are rated on a 5-point Likert scale
(1=strongly disagree; 5=strongly agree) whereby higher scores indicate stronger
therapeutic alliance. Items also provide scores on three distinct components of
therapeutic alliance including: 1) agreement of therapy tasks; 2) agreement of
therapeutic goals and; 3) presence of an affective bond between clients and therapists.
These components are particularly important for the exploring the impact of

supplementing face-to-face counselling with a behavioural tracking well-being app.

Measures: Service impact

CSQ-8: The 8-item Client Satisfaction Questionnaire will be administered after the last
counselling session as a global measure of client satisfaction (Attkinsson & Zwick, 1982).
Items refer to client’s overall service experience and are rated on a 4-point Likert scale
(1=quite dissatisfied; 5=very satisfied) whereby higher scores indicate greater
satisfaction. Many counselling services report on client satisfaction to allow comparison
to other services and to ensure that services respond to client feedback. Capturing client
satisfaction will also allow comparisons between clients allocated to the control

condition (treatment as usual) and the intervention.
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Contribution to institution: It is particularly important for embedded counselling services
to demonstrate impact on the wider institution to support funding and service
development. Many embedded counselling services already employ their own feedback
forms which typically concern the following: i) whether students believe that counselling
improved their university experience (experience); ii) whether counselling helped them
to stay at university (retention); whether counselling helped them to cope better with
academic requirements (academic); whether counselling helped them develop skills
relevant for future employment (employability); whether counselling helped them to
better cope with their relationships (relationship); whether they felt safe and supported
through their experience (support); and whether they feel more resilient having
received counselling (resilience). Questions tapping these domains will be administered
alongside the CSQ-8 after the last counselling session. A summary of measures and their

time of administration has been provided on page 14 of the attached protocol.

Pacifica App data

Private groups: Clients will be asked to use the private group feature in the app to
privately share their data with the researcher through weekly prompts. The private
group feature provides a unique group code which allows Pacifica app users to link their
accounts. Users can only join the group via invitation with the unique group code and all
members in the group are visible to allow users to know who has access to the group.
Separate private groups will be set-up between the researcher and each participant in
the intervention condition (n = 20). Participants will be informed that the private groups
are for data sharing/research purposes only and will not be accessed by anyone other

the primary researcher.
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All information provided to participants will include a disclaimer stating that private
groups should not be used for therapeutic support and clients should instead contact
the 24-hour emergency/crisis helpline should they need to reach a therapist outside of
their counselling sessions. Private groups will not be set-up between clients and
therapists to ensure that this feature cannot be used as an out-of-hours service and to
reduce risk concerns. Any diary entries, goals, achievements and completed exercises
from the previous week can be shared in the private group. Diary data provides
additional information on the times at which clients use the app as well as how many

times the app is used each day.

Audio recordings:

Data shared with the researcher will be compared to information discussed during
counselling sessions to explore what aspects clients choose to discuss or withhold from
therapists. These data sources will be compared across counselling sessions to further
explore components of therapeutic alliance and to capture how reliability of sources
varies over time. Audio recordings will be analysed to explore the following: 1. How
clients/counsellors discuss app activities; 2. How often clients/counsellors refer to app
activities; 3. How clients/counsellors initiate discussion with app activities; 4. How many
times discussion of a specific activity is repeated/reinforced; 5. How app features are
used to facilitate discussion and decision making 6. What therapeutic styles are suited to
being supplemented with a behavioural tracking wellbeing app; 7. What client
characteristics are appropriate for receiving counselling supplemented with a
behavioural tracking well-being app; 8. What techniques are used to integrate app
features with face-to-face support; 9. Potential therapeutic benefit of individual
features; 10. Potential reasons for deciding when to stop supplementing counselling

with a behavioural tracking well-being app (if applicable)
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Qualitative data collection:

Client and clinician experiences will be explored to inform study design and allow future
investigation of moderators in the full RCT. In particular, clients in the intervention
condition will be invited to take part in anonymised telephone interviews whilst

counsellors will be invited to take part in a focus group.

Telephone interviews with clients

Clients in the intervention condition will be invited to take part in a follow-up telephone
interview after their last counselling session to capture their experience during the trial.
Only clients allocated to the intervention condition will be contacted for telephone
interviews to allow exploration of app-augmented therapy. The primary aim of the
telephone interviews is to refine trial design and to aid exploration of potential
moderators in the full RCT. A range of factors will be explored which will address: how
clients describe their overall experience of counselling, their therapist and the trial;
what issues clients had with counselling, their therapist and the trial; whether clients felt
as though they had benefitted from counselling and/or participating in the trial; whether
clients felt they were disadvantaged by participating in the trial; which aspects of the

trial they would improve, and how; client acceptability of randomisation procedure.

Focus groups with counsellors

Counsellors will be invited to take part in focus groups after the trial to capture their
experience during the trial. The primary aim of the focus group is to refine training and
procedures for a future RCT. The secondary aims of focus groups include: 1. Exploring
potential moderators of engagement and therapeutic alliance; 2. Identifying techniques
used to aid client-counsellor discussion; 3. Identifying client characteristics appropriate

for supplementing counselling with a behavioural tracking well-being app Discussion
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topics will include: 1. What expectations counsellors had before entering the trial and
how their expectations may have changed throughout the trial; 2. Whether counsellors
adjusted their counselling style to suit the trial, and how; 3. Whether counsellors felt
they had benefitted from taking part in the trial, and how; 4. Whether counsellors felt
they had been disadvantaged by taking part in the trial, and how; 5. How counsellors
would feel more supported if the trial was repeated; 6. Counsellors” overall opinion of
trial outcome measures; 7. What aspects of the trial they would change.

Discussion topics specific to the intervention condition will include: 1. Whether
counsellors felt comfortable supplementing counselling with a well-being app and
whether they would continue to use it in counselling; 2. Whether specific features
facilitated client-counsellor discussion during sessions; 3. Whether counsellors thought
that clients were more engaged in the intervention condition; 4. Issues which arose
from using the well-being app; 5. What app features counsellors found to be the most
useful; 6. Whether counsellors felt comfortable and confident using the app with clients;
7. Whether reviewing the app aided clients to acknowledge their progression; 8.
Whether tracking behaviours caused confusion or concern A trial process document has

been provided on pages 17-22 of the attached protocol.

3. Personal Safety
Raises personal safety issues? No

Personal safety management - not entered -

About the participants

1. Potential Participants

(see participant section above)
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2. Recruiting Potential Participants

Clients approved for counselling at their triage session (their first visit to the counselling
centre when their appropriateness for counselling is assessed by a therapist) will be
provided with a study booklet (attached) by their therapist and a brief summary of the
trial will be explained. As therapists book the first counselling appointment, clients will
be asked if they would like to book a study information session with a researcher prior
to their counselling appointment. Any client who books a study information session will
be flagged on the service's scheduling software to inform the researcher and to prompt
a text message reminder for the client 24 hours before the appointment (standard
practice). Clients will have the opportunity to discuss the study in more detail with a
researcher on site directly after their triage should they choose to otherwise they will
have the opportunity in their study information slot.

After triage, therapists will complete an electronic outcome form detailing the
client’s appropriateness for receiving counselling supplemented with the behavioural
tracking well-being app. It is standard practice to ask clients to arrive 10 minutes early to
their counselling appointment to complete clinical forms. For the purpose of the trial,
the study session with clients has been scheduled to last approximately 20 minutes, but
will include the clinical forms required for standard practice and will therefore only
require an additional 10 minutes of client time. The aim of the study session is to inform
clients of the goals of the trial and to provide an opportunity to ask questions. Clients
will be informed that they may have the opportunity to receive counselling
supplemented with a behavioural tracking well-being app in the trial, if they meet
eligibility. Written informed consent will be obtained and clients will be asked to
complete paper versions of PHQ-9 and GAD-7; to assess their eligibility. Whilst the
researcher scores their responses, clients will be asked to complete CCAPS-62 and

CORE-10 on an tablet, in line with standard practice.
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Clients who meet clinical cut-off for anxiety (10 on PHQ-9) or
depression (10 on GAD-7) will be invited into the trial and asked for their
treatment preference. They will be informed of their therapist’s judgement on
which condition they would be most appropriate for (based on the triage
outcome). The outcome of the session (eligibility and client’s participation
decision) will be completed on an electronic form which will notify the therapist
before the counselling session is due to start. Participating clients in the
intervention condition will be provided with an app booklet (attached) with
instructions on how to install the app on their mobile phone and to use specific
features. This booklet will also be available to therapists to aid discussion in the
counselling session. Participating clients in the control condition will be
provided with a version of the participant information booklet which does not
contain information on the app (attached).

This booklet will contain information on the aims of the trial and the
importance of capturing data from a control comparison group. All versions of
the booklet will detail reasons for administering the study measures at each
time point and will provide expected dates for the 3-month and 6-month follow-
up measures. Here participants will also be informed that a £10 shopping
voucher will be posted to participants at 3-months and again at 6-months to
acknowledge their time spent completing the additional research measures.
Vouchers will be posted by the UCS and envelopes will not contain any
information to indicate that they have been sent from the UCS. Postage costs
will be covered by the research team. Non-participating clients will be thanked
for their time and directed back into the waiting room for their therapist to
collect them for their first counselling session. Participants will be entitled to

keep the study information booklet should they choose to. The back of each



Appendix F1 121

booklet will provide contact details of the counselling centre, emergency/crisis
numbers, and a university contact for complaints on the occasion that clients
would like to make a complaint about the research. Following completion of the
study information session, clients will be directed to their first counselling

session.

2.1 Advertising methods
Will the study be advertised using the volunteer lists for staff or students
maintained by CiCS? No
3. Consent
Will informed consent be obtained from the participants? (i.e. the proposed
process) Yes

This information has been detailed within section 2 for recruiting
participants. Consent forms have also been attached. Written informed consent
will be obtained from therapeutic staff at the initial staff meeting. This meeting
will include the head of service, the primary researcher (PhD student) and a
select number of therapists that have previously indicated an interest to be
involved with the trial. Staff at the counselling centre have been involved with
previous research activities, training events and meetings supported by the
candidates named on this application. The staff informed consent sheet has
been attached.
4. Payment
Will financial/in kind payments be offered to participants? Yes

Participants will not be financially incentivised to take part. However, all
participants will be posted a £10 shopping voucher during the 3-month and 6-
month follow-up stages of the trial. The follow-up stages are specific to the

research project and will occur after participants have completed their



122

Appendix F1

treatment. The shopping vouchers are to acknowledge the time spent
completing additional research measures and will be posted in good will

irrespective of whether participants complete the measures.

5. Potential Harm to Participants

What is the potential for physical and/or psychological harm/distress to the
participants?

The severity of participants' mental health needs will be assessed by clinical
staff before contact is made with the researcher. Participants presenting with
high risk to self or others will not be invited into the trial. Should participants,
counsellors or researchers experience psychological harm/distress during the
trial, there will be immediate access to professionally trained clinical staff at the
counselling centre. Emergency and/or crisis services are also available through
the counselling service, should participants require additional, immediate
support.

How will this be managed to ensure appropriate protection and well-being of the
participants?

All participants within the trial receive active therapeutic treatment which
complies with the British Association for Counselling and Psychotherapy (BACP)
ethical framework and will be delivered in line with the services current clinical
manual. Participants will not be disadvantaged by taking part in the trial and
there are no risks anticipated. All information provided to participants/clients
will contain contact details for the 24-hour emergency/crisis helpline. All stages
of the project will take place at the university counselling centre where there
will be immediate access to clinically trained professionals. The follow-up
measured will be administered online and the participant interviews will be

conducted via telephone to limit physical access.
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About the data

1. Data Confidentiality Measures

All information collected will be confidential and will only be accessible by members of
the research team. Data will be stored securely on an encrypted external hard drive and
backed-up on the University CICS security approved network. All devices will password
protected and audio files will be encrypted. Transcriptions from recordings will be
anonymous individuals will not be personally identifiable. Any confidential paperwork
(consent forms, paper versions of scoredPHQ-9 and GAD-7) will be stored securely in a
locked filing cabinet in a dedicated private room on site of the counselling centre. Trial
data will be kept by the research team for 10 years to allow time to submit funding

applications, publication and last for the duration of the anticipated RCT.

2. Data Storage

Data will be stored securely on an encrypted external hard drive and backed-up on the
University CICS security approved network. All devices will password protected and will
be housed at the university counselling centre. Audio files will be encrypted and
synchronized to the security approved, internal network for the counselling centre. Only
approved members of staff will have access to the files and each audio file will further
be password protected. Encrypted audio files will also be emailed to the head of service
as part of the synchronization procedure. This process will allow the head of service to
remain updated with the progress of the trial and to back-up encrypted audio files.

Audio recordings: Data shared with the researcher will be compared to

information discussed during counselling sessions to explore what aspects clients
choose to discuss or withhold from therapists. These data sources will be compared
across counselling sessions to further explore components of therapeutic alliance and to

capture how reliability of sources varies over time. Audio recordings will be analysed to
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explore the following: 1. How clients/counsellors discuss app activities; 2. How often
clients/counsellors refer to app activities; 3. How clients/counsellors initiate discussion
with app activities; 4. How many times discussion of a specific activity is repeated;

5. How app features are used to facilitate discussion and decision making; 6. What
therapeutic styles are suited to being supplemented with a behavioural tracking
wellbeing app; 7. What client characteristics are appropriate for receiving counselling
supplemented with a wellbeing app; 8. What techniques are used to integrate app
features with face-to-face support; 9. Potential therapeutic benefit of individual
features; 10. Potential reasons for deciding when to stop supplementing counselling
with a well-being app (if applicable).

Data will be analysed for scientific purposes only and will be disseminated in the
form of scientific papers, presentations and potential conference proceedings. Data will
also be used in a funding application to support the anticipated RCT. Trial data will be
kept by the research team for 10 years to allow time to submit funding applications,
publication and last for the duration of the anticipated RCT. Transcriptions from
recordings will be anonymous individuals will not be personally identifiable. Any
confidential paperwork (consent forms, paper versions of scored PHQ-9 and GAD-7) will
be stored securely in a locked filing cabinet in a dedicated private room on site of the
counselling centre. Trial data will be kept by the research team for 10 years to allow
time to submit funding applications, publication and last for the duration of the
anticipated RCT.

Consent forms relevant to project? Yes

Declaration
Signed by: Emma Broglia

Date signed: Mon 14 December 2015 at 13:51
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External documentation

Participant information booklet: Intervention (counselling plus app)

This information booklet is to be handed out by a researcher during the study
information session for participants who have consented to join the condition for
counselling which is supplemented with a well-being app (intervention). The aim of the
booklet is to outline the aims and expected timeframe of the counselling & app

condition.

Welcome and thank you for joining the triall The University of Sheffield Counselling
Centre is working closely with researchers to improve the service and contribute to
research evidence on student counselling. Participants will be offered to up to 6
sessions of counselling across a 12-week period and in line with standard practice at
Sheffield University Counselling Service (UCS). Sessions will be approximately 50-
minutes in length and the frequency of sessions will be determined through discussion
with your therapist. In addition to the standard level of counselling, you will have the
opportunity to use a well-being app within and between counselling sessions. Your
therapist will discuss various app features and activities with you during your counselling
sessions which may include using a tablet to view your app activities.

Through discussion with your therapist, you will be guided through various
features and activities which you will be encouraged to use between sessions. You may
also be asked to reflect on your activities in preparation for your next counselling
session or you may choose to do this with your therapist. Usage of the app will be
catered to your individual needs and will be reviewed at each counselling session.
Therapists will also use the tablet to audio record counselling sessions, with your
permission. Recording with the tablet aims to be more discrete than traditional

recording equipment to reduce disruption and to make you feel more at ease.
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Pacifica is a smartphone app which offers daily tools for stress, anxiety and low mood.
The features are based on Cognitive Behavioural Therapy (CBT), meditation and
mindfulness. As well as the guided exercises, individuals may benefit from using the app
to log and reflect on various moods and behaviours. The following information has been
adapted from the Think Pacifica team website. If you’d like to read their aims in more

detail, please visit https://www.thinkpacifica.com/.

Cognitive Behavioural Therapy (CBT): “is a well-established, highly effective, and lasting
treatment... It focuses on identifying, understanding, and changing thinking and
behaviour patterns... Clients are involved in their own recovery, have a sense of control,
and learn skills that are useful throughout life.” — Anxiety and Depression Association of

America (ADAA)

Mindfulness meditation: It's been said that anxiety is worrying about the future and
depression is dwelling on the past. Well, mindfulness teaches us to stay in the present
moment. How does this help? When you’re mindful, you learn to put space between
your thoughts/feelings and observe them without judgement. In other words, instead of
immediately reacting to a thought, you can respond more sensibly. Remember just

because you think something, does not make it true.

Pacifica: the mission: “Our reality is created through an ongoing cycle of thoughts,
feelings and behaviours. Pacifica attempts to break this cycle using tools that target each
of its components. Day-by-day, you’ll learn to manage your feelings at your own pace.
We’re not about quick-fixes or false promises. We are about real progress, a day at a
time.” The following page outlines each feature you may decide to use with the guided

support from your therapist.


https://www.thinkpacifica.com/
http://www.adaa.org/finding-help/treatment/therapy
http://www.adaa.org/finding-help/treatment/therapy
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Share Goal

What type of negative thought?

I'm not sure
| don't ces a labal tha fit.

Catastrophizing
It samating goes wrong, It be & dissster.

Emational Reasaning
Mistaking your feelings fox actua facts

Work Stress

Vant about work refatad stress. We can all relate.

School Stress
s school getting to you? Find support here.

Relationships

Reiationships taka werk. Find support here.
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Mood tracking:

By consistently documenting our mood, we can start
to identify both positive and negative life influences
on our emotions. Research has shown that the
process of simply checking in with current mood
states can help us feel better about our lives.

Goal setting:

By identifying your mood, you will be able to
establish goals for emotional change and choose
specific goals tailored to alleviating a specific mood.
CBT Tools:

By logging and reflecting on your thoughts, you and
your therapist will be able to detect behavioural
patterns and adjust negative thinking.

Mindfulness meditation:

Through guided mindfulness meditations you will be
able to learn how to stay in the present moment
whilst putting space between your thoughts and
judgements until you can respond at a more
appropriate time.

Online communities:

There are various peer support groups available
through the anonymous online community so you

can reach out in the moment you need it the most.


https://www.psychologytoday.com/blog/fulfillment-any-age/201502/5-ways-get-your-unwanted-emotions-under-control
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Installing the app: The app is available on iOS and Android; simply use your phone to
access your app store and search for “Pacifica”. Once found, click on “Get” to view the
app’s terms and conditions and if you accept, proceed with the installation. Once
installed, go into the app and create your unique user account. The app will display a
tour of all the available features. This information can also be accessed any time by
clicking on the question mark at the top of each screen. To unlock the full version of the
app, you will be asked to type in your unigue purchase code which has been provided
on the first page of this booklet. If you require any additional support in installing the
full version, you may contact the researcher (details on back page).

You have also been provided with a unique group code. In due course, you will
receive a group invitation by the researcher. The group will only be accessible by the
primary researcher and yourself, if you decide to join the group. The purpose of the
group is to share data with the primary researcher to fulfil the aims of the trial. These

groups will not be accessible to anyone other than the primary researcher.

Private groups will not be used as an out-of-hours service and therapists will not

have access to private groups .

Should you need to reach a therapist outside of your counselling sessions you may
contact the 24-hour UCS emergency/crisis helpline as provided on the back of this
booklet. If you decide to join the group, you will receive weekly prompts to share your
app data with the researcher, if you agree to do so.

What happens if the study stops earlier than expected?

On the unlikely occasion that the project does stop earlier than expected, you will

continue to receive counselling by your therapist in line with the UCS.
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Summary of stages

Last session:
online exit
questions with
academic coping

Attend up to 6
counselling
sessions

If applicable, at
session 3: online
version of WAI-8

6-months:
online questions
& £10 shopping
voucher

3-months:
online questions
& £10 shopping
voucher

What if something goes wrong?

On the unlikely occasion that a problem arises during the project, it will be reported
immediately and the research will end. If the project ends for this reason, you will
continue to receive counselling by your therapist in line with the university counselling
centre.

Will my participation be kept confidential?

Yes. All information collected will be confidential and will only be accessible by members
of the research team. Data will be stored securely on an encrypted external hard drive
and backed-up on the University CICS security approved network. Trial data will be kept

by the research team for 10 years to allow time for the anticipated RCT.

What will happen to the results of the research?

Data will be analysed for scientific purposes only and will be disseminated in the form of
scientific papers, presentations and potential conference proceedings. Data will also be

used in a funding application to support the anticipated RCT. Counsellors and clients will

not be identifiable from any analyses or scientific reports

What type of information will be measured and why?
You will be asked to arrive 10 minutes early for each counselling session to complete a

series of questions on a tablet in the waiting room. These questions are part of routine
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practice and help to guide your counselling sessions. You may have already completed
these questions at the start of your triage appointment (see section on measures for

more information).

Research measures: As part of the research process, you will be asked to complete
additional questions at various time points throughout your counselling experience.
These measures will be predominantly online and, you’re your permission, you will

receive email prompts with a web-link to complete the questions.

Service evaluation: After your last session of counselling you will be contacted by a
researcher to complete a series of exit questions about your overall experience of the
service. These questions may be answered over the phone or via an online form
depending on your preference. During this time, you will also be asked various questions
about your opinion on how counselling impacted your university experience and

academic coping style.

3 and 6-month follow-up: At 3-months and 6-months from joining the study you will be
asked to complete a series of questions similar to those you may have completed
throughout your counselling experience. You will be contacted by a researcher at each
time point as a reminder to complete the research measures. If you agree to complete
the questions you may decide to answer them over the phone or via an online form
depending on your preference.

Shopping vouchers: To acknowledge your time spent completing the additional research
measures, you will be posted a £10 shopping voucher at 3-months and again at 6-
months irrespective of whether you complete the measures. The vouchers will be
posted to you by the counselling centre, but the envelopes will not indicate that they
have been posted by the counselling centre to ensure that your involvement with

counselling remains private.
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A summary of measures has been provided below:

1.

Clinical Outcomes in Routine Evaluation (CORE-10) will be used to measure
psychological symptoms and is standard practice in many UK counselling centres
(also follow-up measure).

Counselling Centre Assessment for Psychological Symptoms (CCAPS-34) will be
used to measure students’ psychological symptoms (also follow-up measure).
Patient Health Questionnaire (PHQ-9) will be used to measure depression; to
screen for eligibility (also follow-up measure).

Generalised Anxiety Disorder (GAD-7) will be used to measure anxiety; to screen
for eligibility. (also follow-up measure).

Clients will be asked questions about their opinion on their ability to cope
academically, before and after counselling.

Connor-Davidson Resilience Scale (CD-RISC 10) will be used to measure
psychological tolerance before counselling.

Working Alliance Inventory-Short Form (WAI-SF 12) will be used at session 3 to
measure therapeutic alliance

Client Satisfaction Questionnaire (CSQ-8) will be used at the end of counselling as
a global measure of client satisfaction

Service impact will be measured through various questions to clients about how
they feel counselling has helped them to stay at university and fulfil their
academic goals.

Pacifica data shared by clients will be used to explore usage between counselling
sessions and to compliment audio recordings when exploring usage during

counselling.
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9. Audio recordings will be used to explore how various app features are discussed
during counselling and to help identify potential moderators of therapeutic
discussion.

10. Telephone interviews: participants who decide to take part in a follow-up
telephone interview will be asked to describe their experience of counselling and
of the project to inform design.

11. Focus groups: counsellors will be invited to discuss their experiences of

counselling in a series of focus groups.

Who is organising and funding the research?

This project is funded by the British Association for Counselling and Psychotherapy
(BACP) as part of a PhD scholarship at the University of Sheffield, undertaken by Emma
Broglia. This project is being supervised by Professor Michael Barkham.

Who has ethically approved the research?

This research has received ethical approval from the University of Sheffield Research
Ethics Committee in the Department of Psychology. This project also complies with the
BACP ethical framework and with the Sheffield University Counselling Service, clinical

handbook.
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External documentation (cont’d)

Participant information booklet: control (counselling)

This information booklet is to be handed out by a researcher during the study information
session for participants who have consented to join the counselling only (control)
condition. The aim of the booklet is to outline the aims and expected timeframe of the

counselling condition.

Introduction

Welcome and thank you for joining the triall The University of Sheffield Counselling
Centre is working closely with researchers to improve the service and contribute to

research evidence on student counselling.

What will counselling involve?

Participants will be offered to up to 6 sessions of counselling across a 12-week period and
in line with standard practice at Sheffield University Counselling Service (UCS). Sessions
will be approximately 50-minutes in length and the frequency of sessions will be
determined through discussion with your therapist. You will be asked to arrive 10 minutes
early for each counselling session to complete a series of questions on a tablet in the
waiting room. These questions are part of routine practice and help to guide your
counselling sessions. You may have already completed these questions at the start of your
triage appointment (see section on measures for more information).

*The remaining sections mimic the information from the previous leaflet (above)
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External documentation (cont’d)

Participant information booklet: Staff

This information booklet will be handed out to all therapeutic and administrative staff at
the University of Sheffield Counselling service. Booklets will be circulated at the start of
the project with the aim to provide an overall for therapists who have joined the study.
Booklets will also be shared with staff members who are not involved in the trial in case

they are asked questions by clients.

Introduction

There is a distinct lack of research on student counselling in the UK and a new movement
is encouraging services to be more research active. In recent years, the demand on
student counselling has increased and services are seeing more students with symptoms
of anxiety and/or depression. There has also been a recent surge in smartphone
applications (apps) offering tools to improve well-being which provide a unique
opportunity to supplement counselling. However, with an abundance of apps on the
market, it is difficult to decide which features are appropriate or beneficial. This research

aims to address these issues.

What is the primary aim of the research?

To demonstrate whether a well-being mobile phone app can be integrated with face-to-

face counselling in an embedded university counselling service.

Why have | been chosen?

Any therapeutic staff employed by the Sheffield university counselling centre and
accredited by the British Association of Counselling and Psychotherapy (BACP) or the UK

Council for Psychotherapy (UKCP) is eligible to take part.
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Do | have to take part?

No. It is your choice whether you would like to take part. If you decide that you do not
want to take part, there will be no negative consequences. If you decide to take part,
you will have the right to withdraw at any point without reason and without any

negative consequences.

What will happen to me if | take part?

All therapists in the project will be asked to deliver counselling in line with the service’s
standard practice and will not be disadvantaged by taking part. If you decide to take
part, you will have the right to withdraw at any point without providing any reason and
without any negative consequences. If you do take part, you will have the opportunity
to supplement face-to-face counselling with guided use of a behavioural tracking well-
being app with your clients. You will also be asked to briefly describe your model of

practice and therapeutic style to enrich understanding of your unique counselling style.

Training: You will be encouraged to use your clinical judgement to decide which clients
would be appropriate to use the well-being app alongside counselling and you will

receive training to aid this decision process (see training section).

Audio recording: This project is interested in understanding how features of the well-
being app are discussed during counselling sessions. Therefore therapists will be asked
to use a tablet to audio record counselling sessions with clients who have the
opportunity to use the app. Counselling sessions with clients who do not have the
opportunity to use the app will not be audio recorded. Client consent for audio
recording sessions will be sought by a researcher when clients decide to join the trial.

More information is provided below.
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Sample size: The trial aims to include a total of 40 clients receiving up to 6 sessions of
counselling across a 12-week period. Of this, 20 clients will receive counselling alone
(control) and 20 clients will receive counselling supplemented with a well-being app
(intervention). Individually, therapists will be encouraged to recruit 6-7 clients for either
the control or intervention conditions. The ratio of clients in either condition will be
reviewed across all therapists involved and will be adjusted accordingly; depending on

caseload.

What interventions are being tested and why?

Both conditions of the trial offer face-to-face counselling in line with Sheffield UCS
current practice. One condition will supplement counselling with a well-being app which
counsellors will be encouraged to use with their clients to aid discussion, set goals, log
behaviours and adjust treatment in response to feedback. The next section describes

each condition in more detail.

Counselling

This condition mimics the standard level of counselling available from the university
counselling centre and clients in this condition will be offered up to 6 counselling
sessions across a 12-week period. Should you decide to take part, you will be asked to
inform your clients about your involvement with the trial during the triage session, if
they are approved for counselling. You will also be encouraged to use your clinical
judgement to decide whether each client would be appropriate to use the well-being
app and therefore join the intervention condition. You will be asked to record the
reasons for your decision. Clients who decide to join the trial who are perceived to be
inappropriate for using the app with counselling will be invited to the control condition

(counselling as usual). Clients in the control condition will be asked to complete
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guestionnaires in their own time and are additional to the standard service forms. All

clients will be invited to complete follow-up measures at 3-months and 6-months after
joining the trial. Clients will receive a £10 shopping voucher at each follow-up period to
acknowledge their time, irrespective of whether they complete the additional research

measures.

Counselling supplemented with a well-being app

In addition to the standard level of counselling, therapists will have the opportunity to
supplement counselling with a well-being app and guide clients through activities to
complete between sessions. Well-being apps offer various features which offer tools to:
monitor behavioural patterns, track goals, facilitate discussion and guide therapeutic
activities between counselling sessions. To support these features, therapists will be
provided with a tablet to use with clients during face-to-face sessions. You will be
encouraged to use the tablet as much as you judge to be appropriate. Using the tablet
may involve inviting the client to access their app account to reflect on their entries and
activities. The tablet will also have a demo app account with fake data for demonstrative
purposes. The demo account may also be used to guide clients through various features
or exercises they can try in preparation for the next counselling session. Lastly, you be
encouraged to use the tablet to audio record counselling sessions with client
permission. This aims to be more discrete than traditional recording equipment to

reduce any potential disruption and keep clients at ease.

Well-being mobile phone app

Pacifica (https://www.thinkpacifica.com/) is a smartphone app which offers daily tools

for stress and anxiety. The features are based on Cognitive Behavioural Therapy (CBT),


https://www.thinkpacifica.com/
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meditation and mindfulness. The feasibility trial aims to potentially enrich counselling
through a combination of features: 1) Daily prompts for mood tracking and thought
tagging to provide a simple and convenient way for clients to explore patterns in their
mood and behaviours overtime; 2) Tracking daily health habits to compliment mood
patterns and encourage individuals to learn about how certain habits may be linked to
their mood. This feature displays information in an interactive line graph to observe
trends over time. Health habits may include logging: sleep, caffeine, alcohol, time spent
with friends, relationships, eating habits and time spent outside. 3) Goal setting and
acknowledging client progress. Goals may be decided and reviewed upon during
counselling sessions. Clients and counsellors can use this feature to prompt clients to
work toward their goals in between counselling sessions. 4) Guided CBT exercises to
encourage clients to address negative thinking and to apply skills to real life scenarios. 5)
Guided mindfulness with breathing, meditation and muscle relaxation exercises which
can be catered to fit into a busy lifestyle and accessed in any setting. 6) Online
supportive communities offering an anonymous platform for clients to interact with like-

minded individuals and participate in group discussion.

One feature will be used for research purposes only — private groups. Participants will be
provided with unique group codes to privately share data with a member of the
research team. These groups will not be accessible to anyone other than the primary
researcher. Private groups will not be used as an out-of-hours service and therapists will
not have access to private groups. All information provided to clients will include a
disclaimer stating that the private groups should not be used for therapeutic support
and should instead contact the 24-hour UCS emergency/crisis helpline should they need

to reach a therapist outside of their counselling session. Private groups will not be set-
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up between clients and therapists to ensure that this feature is cannot be used as an

out-of-hours service.

Will I receive training and what will it involve?

Yes. All staff at the university counselling centre will be invited to attend training at the
counselling centre. An initial staff meeting will provide therapists with an opportunity to
ask questions and decide whether they would like to support the trial. Therapists will be
able to sue the app and will be presented with examples of how the app may be utilised
between and within face-to-face counselling sessions. After the meeting, therapists will
be encouraged to use the app in their own time over the following week. Counsellors
will later receive a brief online evaluation form to critique the app and its
appropriateness for integrating with face-to-face. All therapists will receive training to
address the following: recruiting clients, using audio recording devices, how to proceed

when a client withdraws from the trial, and how to report risk.

Various scenarios will be practised leading up to the trial to ensure that counsellors are
confident with technical and administrative requirements of the trial. This may include

using tablets to log-on to a dummy app user account containing fake data to encourage
counsellors to openly navigate around various app features. Role-play style sessions will
be used to practice recruitment during triage sessions and various scenarios which may
arise in the intervention condition. Counsellors will be asked to share their observations

with the group and a session summary will be added to training packs.

What are the possible disadvantages of taking part?

1. There are no known risks of taking part.
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2. Participants will be asked to complete questionnaires throughout the
counselling process and they may raise this with you.

3. Individuals using the app may not find the features beneficial, but issues can be
discussed and addressed during counselling.

4. Counselling session with clients allocated to the app intervention condition will
be audio recorded with client permission. However, recordings will be
anonymised at transcription and will be used for research purposes only.
Tablets will be used to audio record sessions rather than traditional recording

devices to be more discrete and to limit disruption (details in next section).

Will | be recorded, and how will recordings be used?

The trial aims to explore how various app features are discussed during counselling
sessions. Therefore, you will be asked to use a tablet to audio record counselling session
with clients in the intervention condition. Client consent for audio recording sessions
will be sought by a researcher before they join the trial. Recordings will be anonymised

when they are transcribed and individuals will not be personally identifiable.

What are the possible benefits of taking part?

This is a unique opportunity to supplement face-to-face counselling with a well-being

app and this has not previously been explored.

You will be assisting development of your university counselling service for yourself, for

clients and for other fellow therapists.

Support resources are available to cover therapeutic time throughout the project.

You will receive training and support throughout the process.
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Audio recording sessions can be viewed in a positive light as it ensures that counselling

meets ethical guidelines, which protects the counsellor and their client.

Your feedback will be used to inform the design of a Randomised Controlled Trial (RCT)

and will contribute to scientific publications.

Combined, these features have the potential to enrich your counselling experience and

facilitate service development.

*see previous booklet for remaining sections
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External documentation (cont’d)

Staff consent form

Project: A feasibility trial comparing embedded university counselling versus counselling

supplemented with a well-being app for students with anxiety or depression

Please Initial

1. [Iconfirmthat| have read and understood the information sheet

dated _/ /  for the above research project and | have

had the opportunity to ask questions.

2. lunderstand that | have the right to withdraw from the project

at any point without reason and without any negative

consequences.

3. | understand that my counselling sessions with clients in the

intervention condition will be audio recorded and anonymised

at transcription.

6. | provide consent to be invited to a focus group and | would like

to take part in the focus group. | also understand that | have the

right to withdraw from the focus group at any point and this will

not affect my participation in the rest of the feasibility trial.

7. lagree to take part in the above research project.

Participant Name Signature Date

Researcher Name Signature Date
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External documentation (cont’d)
Client consent form

Project: A feasibility trial comparing embedded university counselling versus counselling

supplemented with a well-being app for students with anxiety or depression

Participant ID: Allocation: Staff ID:
Please Initial

1. lconfirmthat | have read and understood the information sheet dated

/ _/ _ for the above research project and | have had the

opportunity to ask questions.

2. lunderstand that my participation is voluntary and that | have the right

to withdraw at any time without giving any reason, without any

negative consequences and without impacting my standard of care.

3. | understand that my responses will be kept confidential and

| give permission for members of the research team to have access to

my responses. | understand that my data will be used for scientific

purposes only and that | will not be identifiable from the research.

4. lunderstand that my counselling sessions may be audio recorded and

anonymised when the recordings are transcribed. | understand that |

will not be personally identifiable from recordings or transcriptions.

5. | provide consent to be invited to take part in a follow-up telephone

interview and | would like to take part in the telephone interviews. |

also understand that | have the right to withdraw from the telephone

interview at any point and this will not affect my participation in the

rest of the feasibility trial or in my standard of care.

6. |agree to take partin the above research project.

Participant Name Signature Date

Researcher Name Signature Date
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External documentation (cont’d)

Risk assessment checklist

Quality assurance of University of Sheffield sponsored human-interventional studies

Risk Assessment Checklist for University-Sponsored Human-Interventional Studies

Human-interventional studies whose research governance sponsor is the University of
Sheffield are subject to a risk assessment before the start of the study. The first stage in
the process is for the study’s Chief/Principal Investigator to complete this checklist. S/he
should then sign and date the checklist, where indicated, and arrange for the Head of
Department/School to countersign it. All questions on the checklist should be answered
(a simple ‘Yes’ or ‘No’), unless they are clearly not applicable.

The completed signed and dated checklist should then be returned to Fidel

Budy in the University’s Research and Innovation Services (f.budy@sheffield.ac.uk / ext.

21400). On receipt, a risk score will then be applied to the answers provided. The risk
score will then determine whether the study is categorised as potentially low, medium
or high risk (the risk score has been tested by a group of senior University academics
who undertake human-interventional studies in order to ensure that scores reached are

appropriate). Thank you for your support.

Basic Information:
Full Title of Study: A feasibility trial comparing embedded university counselling versus

counselling supplemented with a well-being app for students with anxiety or depression

Acronym of the Study: CASELOAD
Chief/Principal Investigator: Professor Michael Barkham

Academic department/school: Psychology


mailto:f.budy@sheffield.ac.uk
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Risk Assessment Questions:

Answer:

Yes: No:

1. Do you consider the nature of the study to be potentially X
controversial? (Identifying the potential for controversy is a
judgment call. In considering how to answer this question,
please consider the possible adverse impact on participants
and/or on staff and/or on the University and/or on external
funders that might result from pursuing the study).

Example: a study of a therapeutic abortion.

2. Is the study invasive? X
(invasive means where there is a physical alteration, e.g. as
a result of surgery; obtaining tissue; inserting a device;

reacting to a drug)

3. How frequently has the invasive therapy been used in this NA

type(s) of participant before?

4. Could the intervention (e.g. surgery and/or interventional X
radiology and/or medical device(s)) present a significant risk
of harm or risk of significant harm to the human
participant(s)? [harm can be in terms of the risk to the
physical safety of the human participant(s) and/or in terms
of the risk that the intervention will not be effective and,

therefore, not beneficial to the human participant(s)]
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5. Will study participants include infants and children under X
18?
6. Will study participants include mentally incompetent X

people (mentally incompetent as a result of mental disability

orillness)?

Answer extended: The sample are presenting with concerns regarding depression
or anxiety but are not mentally incompetent and have received no diagnosis to

indicate otherwise.

7. Will study participants include pregnant women? X

8. Will study participants include people who are dependent | X
on the protection or under the control/influence of others
(e.g. children, pupils, people in care, young offenders,

prisoners, employees/fellow staff, students)?

Answer extended: The sample comprises university students over the age of 18

who are able to sign informed consent

9. Is this an international human-intervention study? X

10. Is this a multi-site human-interventional study? X

11. Will an accredited Clinical Trials Research/Support Unit NA NA
support the trial in terms of monitoring the local
participating sites (including, in the case of clinical trials of
investigational medicinal products, monitoring for
pharmacovigilance compliance)? [skip this question if it is

not a multi-site study]
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12. Does the Chief/Principal Investigator (the Investigator) NA NA
have experience of conducting a multi-site human-
interventional study? [skip this question if it is not a multi-

site study

13. Does the Investigator have experience of conducting this | X
type of human-interventional study?
(whichever is relevant — e.g. medical devices, investigational

medicinal product, cosmetic, food, physiotherapy)

14. Does the Investigator have experience of working with X
this particular investigational medicinal product? [skip this

guestion if it is not applicable]

15. Where the study involves people who are stated in X
questions 5 — 8 of this checklist, does the Investigator have
experience of conducting this type of study with this client

group(s)?

16. Can you foresee potential significant obstacles to the X
delivery of the study that, should they materialise, will need
to be overcome in order to ensure that the study can be

conducted successfully?

16.1. If you answered Yes to question 16, please describe the
potential obstacle(s) here: Example: the task of delivering
the study (or an aspect of the study) has been delegated to
a third party (e.g. to a drug company) but during the study’s

lifetime the third party goes bankrupt.
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External documentation (cont’d)

Graphics used for posters to recruit for the trial

Would you like to use a well-being app with a

UCS therapist alongside counselling sessions?

See reception 2nd book an information session at UCS
with Emma {Psychology PhD student) or contact directly
with any questions: =~ (>~ "k {
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Appendix F2

Ethical approval letter for a feasibility trial comparing counselling alone with counselling
supplemented with a well-being app for students experiencing anxiety or depression

APPLICATION: Reference Number 006171 Approved: 05/01/2016

Dear Emma,
PROJECT TITLE: A feasibility trial comparing embedded university counselling versus

counselling supplemented with a well-being app for students with anxiety or depression

On behalf of the University ethics reviewers who reviewed your project, | am pleased to
inform you that on 05/01/2016 the above-named project was approved on ethics
grounds, on the basis that you will adhere to the following documentation that you
submitted for ethics review: University research ethics application form 006171 (dated
14/12/2015); Participant information sheet 1014309 version 1 (14/12/2015); Participant
information sheet 1014312 version 1 (14/12/2015); Participant information sheet
1014311 version 1 (14/12/2015); Participant information sheet 1014310 version 1
(14/12/2015); Participant consent form 1014304 version 1 (14/12/2015); Participant

consent form 1014325 version 1 (14/12/2015).

The following optional amendments were suggested: "I do wonder if the non-random
allocation will compromise the ability of the study to inform on the effectiveness of the
intervention and will limit its usefulness in informing the design of an RCT. However, |
think that this study should be approved as the ethical issues are dealt with soundly. If
during the course of the project you need to deviate significantly from the above-

approved documentation please inform me since written approval will be required.

Yours sincerely

Thomas Webb (Ethics Administrator, Psychology)
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Appendix F3

Application form and materials submitted to the research ethics committee for a the
mobile phone app evaluation study conducted with student and therapist volunteers

Research Ethics Application 006727

Applicant details

First name: Emma

Last name: Broglia

Email: elbroglial @sheffield.ac.uk

Programme name: PhD Psychology (ft)

Department: Psychology

Date application started: Sun 1 November 2015 at 16:03

Applying as: Postgraduate research

Research project title: A qualitative exploration of student’s and counsellor’s
experiences of using a smartphone

application for improving wellbeing

Basic information
1. Supervisor(s)
Name Email

Abigail Millings a.millings@sheffield.ac.uk

2: Proposed project duration

Proposed start date: Mon 9 November 2015
Proposed end date: Fri 18 December 2015
3: URMS number (where applicable)

4: Suitability
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Takes place outside UK? No

Involves NHS? No

Healthcare research? No

ESRC funded? No

Involves adults who lack the capacity to consent? No
Led by another UK institution? No

Involves human tissue? No

Clinical trial? No

Social care research? No

5: Vulnerabilities
Involves potentially vulnerable participants? No

Involves potentially highly sensitive topics? No

Summary of research

1. Aims & Objectives

This is a qualitative exploration of student’s and counsellor’s experiences of using a
smartphone application (app) for improving well-being. The primary aim of the study is
to inform the design of a feasibility trial exploring the integration of face-to-face
counselling with a smartphone well-being app. For this purpose, the current study aims
to: 1. Distinguish potential risks and benefits of using a well-being app; 2. Explore
student’s experiences of using a well-being app; 3. Explore counsellor’s experiences of
using a well-being app; 4. Evaluate the quality and clinical relevance of app content;

5. Assess the appropriateness of smartphone apps in university counselling; 6. Inform
eligibility criteria for feasibility trial; 7. Inform staff training and materials for feasibility
trial; 8. Inform the relevance and appropriateness of outcome measures for feasibility

trial; 9. Develop strategies for integrating a well-being app with face-to-face counselling;
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10. Explore app features which may be used to facilitate client-counsellor discussion

2. Methodology

Well-being Apps:

There is a large variety of smartphone apps which offer tools and support for improving
wellbeing via a range of common features. Whilst there are many apps to choose from
they are typically based on Cognitive Behavioural Therapy (CBT) and mindfulness to
offer tools for: 1) tracking daily mood, thoughts, goals and habits; 2) reflecting on diary
entries; 3) setting goals and working towards reaching goals; 4) completing exercises to
relax and take control of negative emotions; and 5) interacting with anonymous online
support communities for peer led support. Some of the most promising well-being apps
include: Pacifica (http://www.thinkpacifica.com/); Headspace

(https://www.headspace.com/); and Buddy (https://www.buddyapp.org/).

To aid the decision of selecting a well-being app for the current project, the
following criteria were applied: 1) applicable to university students (e.g. providing tools
to help manage social anxiety, depression, stress and nature of student lifestyle); 2)
potential to be integrated with face-to-face counselling; 3) available across iOS and
Android platforms; 4) freely available and ‘reasonable’ cost for full version; 5) modern
and appealing appearance. Based on these criteria, the current study intends to use
Pacifica to explore user’s experiences of the range of CBT and mindfulness features
offered across many well-being apps.

Participants:

A total of 20 students and 10 counselling staff at the University of Sheffield (Uos) will be
recruited. The study will be advertised to students via the student volunteer mailing list,
research participation scheme and on the student union newsletter. These sources will

provide an online link to the study information page on Qualtrics


https://www.buddyapp.org/
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(http://www.qualtrics.com/) which will include intake questions to screen eligibility
(listed below in participant section). Strong relationships have already been formed with
staff at the UoS counselling service and their participation in the current study will be

treated as staff training, as agreed by the head of service.

Design:

The study will include two separate participant groups: 1) university students whom
have not received therapeutic support; and 2) university staff employed at the
embedded counselling centre. Student participants will be invited to attend two 20-
minute study sessions and use the centre. Student participants will be invited to attend
two 20-minute study sessions and use the well-being being app every day for 7-days. A
sub-sample (N=10) of participants will be invited to take part in a focus group to discuss
their experiences of using the well-being app (see appendix 1 for participant flow
diagram). Counselling staff will be encouraged to use the same well-being app for 7-days
to consider how the app could be integrated with face-to-face counselling.

All staff using the app will be invited to a scheduled training day, as agreed by
the head of service, to inform the design of an anticipated feasibility trial. Eligible
participants (criteria in participant section below) will be instructed to book dates for
session 1 and 2 provided in the online Qualtrics screening page. Participants will receive
confirmation and reminder emails to attend each session which will be held in a campus
booked room of UoS. Participants will be instructed to bring their mobile phone with
them and informed that they will be immediately reimbursed for any app purchases

which may be required (cost approx. £3).

Session 1 will last approximately 20 minutes and will begin with a verbal explanation of
the research intentions accompanied by a study information sheet (appendix 3

attached). Participants will have the opportunity to ask questions before signing the
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consent form. The 34-item Counselling Centre Assessment of Psychological Symptoms
(CCAPS-34) will be used to characterise the sample in terms of type and severity of a
range of psychological symptoms. CCAPS-34 (appendix 5 attached) is the only student
specific tool designed to measure psychological symptoms experienced by university
students, including: depression, general anxiety, social anxiety, academic distress, family
distress, eating concerns, alcohol abuse, hostility and overall distress.

Participants will be asked to use their mobile phone to download the well-being
app to their phone, only if they agree to the terms and conditions of the app. If
participants agree to the app’s terms and conditions, they will be asked to purchase the
full version of the app (cost approx. £3 for 1-month usage) and will be immediately
reimbursed with cash (appendix 10 for payment form). Once the app has been
downloaded, participants will be shown each app feature and will be informed on the
intended usage in the study. Participants will be asked to use the wellbeing app every
day (as prompted by the app) for the following 7-days to record the following: 1) daily
mood diary, 2) daily thought record, and 3) daily goal progression.

Participants will also be encouraged to use the additional app features as often
as they deem appropriate. Additional app features include: 1) tracking sleep, caffeine,
alcohol and exercise; 2) muscle relaxation exercises; 3) listening to meditative music;
and 4) participating in the anonymous online support community. Participants will be
advised to contact the researcher if they experience any problems or concerns
from using the app. Session 2 will occur 7-days after session 1 and will last
approximately 20 minutes. Participants will be asked to complete a brief evaluation
form of the well-being app (attached) and will be encouraged to discuss their responses
with the researcher. Data recorded on the well-being app will be inputted in an excel
spreadsheet (appendix 7 attached) with assistance from the researcher. Participants

who adequately used the well-being app during the 7-days will be invited to a follow-up
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focus group to discuss their experiences in more detail. Participants will be paid £10 in
cash regardless of how much they used the app. A sub-sample of 10 participants will be
invited to the follow-up focus group which will take place within two weeks of session 2.
A maximum of 5 participants will be invited to each focus group lasting approximately
60-90 minutes. The researcher from session 1 and 2 will facilitate the focus group and
an assistant facilitator will be used to take notes.

Focus groups will be audio recorded and will discuss the following topics: 1)
motivations for wanting to use a well-being app; 2) overall experience of using the well-
being app; 3) usefulness of app features; 4) criticisms and suggested improvements for
app features; 5) potential lifestyle impact from using well-being app; 6) evaluation of
app appearance and functionality; and 7) evaluation of app price and whether there
is a noticed benefit from using the full version over the free version (see appendix 8).
Participants will be paid A£10 in cash upon completion of the focus group. Staff at the
UoS counselling centre will be encouraged to use the same well-being app for 7-days,
whilst considering how the app could be integrated with face-to-face counselling. Alike
students, counselling staff will be reimbursed with cash immediately for purchasing the
full version of the app (approx. £3 for 1-month usage).

All staff will be invited to discuss their proposals in the format of a focus group
during a scheduled staff training day. The same researcher from the student focus
groups will facilitate the staff focus groups and will be assisted by administrative staff
within the counselling service. The focus group will last 60-90 minutes and will address
the following topics: 1) overall experience of using the well-being app; 2)
appropriateness of integrating the app with face-to-face counselling; 3) client
characteristics deemed appropriate for using the app alongside face-to-face counselling;
4) clinical relevance of app content and functionality; 5) potential risks/concerns from

using the app; 6) evaluation of app appearance and functionality; 7) evaluation of app
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price and whether there is a distinct advantage for using the full version over the free
version; and 8) potential implementation difficulties. After the focus group, staff will be
presented with a summary of findings from the student focus groups to be considered
with staff feedback. Collectively, feedback will be used to inform the design of the

anticipated feasibility trial.

Personal Safety

Raises personal safety issues? No

About the participants

1. Potential Participants

This research is specifically interested in exploring the usefulness of a well-being app in
the general student population. Any student registered at the University of Sheffield
who has not previously received therapeutic support, is eligible to take part. A total of
20 students registered at UoS will be recruited into the first stage of the study and a
sub-sample of approximately 10 students will be invited to participate in follow-up focus
groups (see participant flow diagram). Students will be invited into the study if they

meet the following criteria:

Inclusion criteria:

1. Aged 18-28

2. Male or female

3. Registered student at the University of Sheffield

4. Owns a smartphone compatible with Android or iOS platforms

Exclusion criteria:

1. Diagnosed mental health disorder (e.g. depression, anxiety, OCD)

2. Currently taking prescribed psychotropic medication



Appendix F3 157

3. Previously, currently or due to receive professional therapeutic support (e.g.

counselling, CBT or psychotherapy through your family GP, school or university)

This research is also interested in the potential for a well-being app to be
integrated with face-to-face counselling. For this purpose, counsellors employed by the
UoS will also be asked to evaluate the well-being app whilst considering its potential to
be integrated with therapy. A total of 10 members of staff employed by the University
of Sheffield (UoS) Counselling Service will be recruited. Strong relationships have been
formed with staff at the UoS Counselling Centre and participation in the current study
will be treated as staff training, as agreed with the head of service. Staff will include: i)
counsellors to assess the app content and clinical appropriateness of integrating a well-
being app with face-to-face counselling; and ii) administrative staff to address

implementation factors for the anticipated feasibility trial.

Recruiting Potential Participants

The study will be advertised to UoS students through the following resources: UoS
student volunteers list, UoS research participation scheme and UoS student union e-
newsletter. Screening questions (appendix 2 attached) will be developed online under
the departmental licence for Qualtrics (http://www.qualtrics.com/) and distributed via
the above resources. Staff at the UoS counselling centre are already engaged and
committed to working on the current study as part of staff training and development

agreed by the head of service.

Advertising methods
Will the study be advertised using the volunteer lists for staff or students maintained by

CiCS? Yes
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The UoS research participation scheme will also be used to advertise and recruit,
however, due to the duration of the study it would not be feasible to offer students
credits for their participation. Instead, students will be paid for their time (detailed
below) and informed via the volunteers list. The study is interested in capturing students
which represent the general population who have not received therapeutic support. For
this reason, potential participants will be required to complete a brief online screening
questionnaire (appendix 2 attached) where they will also be asked to indicate their
availability for two separate study sessions.

The current study intends to recruit a maximum of 20 students and this is not
anticipated to exhaust the volunteer mailing list. Should the study struggle to recruit 20
participants through the volunteer list, word of mouth will be used to recruit students

within the psychology department.

Consent

Will informed consent be obtained from the participants? (i.e. the proposed process)
Yes Initial consent will be sought via the online screening questions on Qualtrics, when
assessing eligibility. Written informed consent will be obtained at session 1 where
participants will be provided with full intentions of the study and will have the
opportunity to ask questions. Written informed consent will obtained by staff at the UoS
Counselling centre where they will be provided with full intentions of the study and will

have the opportunity to ask questions (see appendix 4 attached).

Payment

Will financial/in kind payments be offered to participants? Yes
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Student participants (N=20) will be paid £10 for attending sessions 1-2 and for using the
wellbeing app for 7-days. Participants will also be immediately reimbursed £3 in cash,
for purchasing the app on their phone. A sub-sample of students (N=10) will be invited
to a follow-up focus group lasting 60-90 minutes, for a further £10. A participant
payment form has been provided in appendix 10 attached. Project funds supported by
BACP will be used to account for staff time during the current study. These resources
will account for staff time during a scheduled training day and will allow heads to service
to timetable additional counselling time to ensure that clients are not prevented from

accessing the counselling services outside of any research activities.

Potential Harm to Participants

What is the potential for physical and/or psychological harm/distress to the participants?

There are no physical or psychological risks anticipated in this study. There is an unlikely
chance that the content of the well-being app may cause distress for some individuals,
however the intention of the app is to improve well-being. The app has been developed
with expertise from a clinical psychologist and has been publicly available since 2014.
Should participants experience any distress during the study, they will be referred to the

UoS Counselling Service and excluded from the study.

How will this be managed to ensure appropriate protection and well-being of the
participants?

Participants will be informed of the services available at the UoS counselling centre at
the start of the study, should they wish to seek help as a result of taking part in the
research. This information will also include a 24 hour emergency helpline which

participants will be directed to use if they urgently need psychological support.

About the data
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1. Data Confidentiality Measures

All data will be kept confidential and used for scientific purposes only. Participants will
not be anonymous during the focus groups, however all discussions will remain
confidential within the group. Data will be anonymised at the earliest opportunity; when

recordings are transcribed and analysed.

2. Data Storage

All data will be stored securely and will only be accessible to the research team. Written
informed consent and any accompanying documentation will be filed in a locked cabinet
on University premises which is only accessible by the research team. Audio recordings
from focus groups will be stored on an encrypted USB and backed-up on an encrypted

external hard drive, which are only accessible to the research team.

Supporting documentation
Information & Consent
Participant information sheets relevant to project? Yes

Consent forms relevant to project? Yes

Declaration
Signed by: Emma Broglia

Date signed: Sun 1 November 2015 at 17:10
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External documentation

Survey screening questions

Intake questions for study titled “A qualitative exploration of student’s and counsellor’s
experiences of using a smartphone application for improving wellbeing” to be developed

online under the departmental licence for Qualtrics (http://www.qualtrics.com/).

A qualitative exploration of student’s and counsellor’s experiences of using a smartphone

application for improving wellbeing

Are you interested in evaluating a smartphone app for improving wellbeing? Are you a

student registered at the University of Sheffield? Then please read on...

There has been arecent surge in smartphone applications (apps) offering tools to improve
wellbeing, but it is difficult to decide which apps are appropriate or beneficial. There is
great variation in quality and clinical relevance of wellbeing apps and there is a distinct
lack of research evaluating such apps. A new movement of technology assisted therapy
also provides a unique opportunity to integrate technology tools with face-to-face
therapy, but the feasibility of doing so is unknown. The current study aims to address

these issues.

Aims

Thank you for your interest in this study. This research is sponsored by the British
Association for Counselling and Psychotherapy (BACP) and aims to: 1) Explore university
student’s experience of using a smartphone app for improving wellbeing; 2) Explore
counsellor’s clinical judgement of using a smartphone app for improving wellbeing; 3)

Inform the design of a clinical trial on University Counselling Services (UCS).


http://www.qualtrics.com/
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Benefits

Eligible participants will be reimbursed £10 to acknowledge time spent using a wellbeing
app for 7-days and attending two 20 minute study sessions. Participants will also be
reimbursed £3 for installing the full version of a wellbeing app (compatible with Andriod
and i0OS). After using the app, a sub-sample of participants will have the opportunity to
take part in a focus group to discuss their experiences and will be reimbursed a further

£10.

Confidentiality

All data collected will be kept confidential and used for scientific purposes only.
Participants will be provided with a unique study ID and all data recorded from using the
app will be anonymous. The sub-sample of participants invited to take part in the focus
group will not be anonymous, but all information discussed in the group will be

confidential. Focus groups will be audio-recorded and anonymised upon transcription.

Right to withdraw
You have the right to withdraw at any stage by simply closing this browser. If you choose
to complete the screening questions on the next page (and if you are eligible) you will be

invited to attend a 20 minute session with a researcher to discuss the study in more detail.

Contact information
If you have any questions about the screening process or the research in general, please

contact:

This is a unique opportunity for individuals to contribute to the evaluation of a

smartphone application aiming to improve wellbeing. If you would like to be considered
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to take partin this research project, please complete the brief screening questions on the
following page (< 5 minutes).

Screening questions

1. Age

2. Areyou a registered student at the University of Sheffield? Yes/No

3. Whatis your level of study? Undergraduate / Master / PhD / Other

4. Areyou a home or international student? Home / International

5. Do you have a diagnosed mental health issue (e.g. anxiety)? Yes / No

6. Have you received professional therapeutic support (e.g. counselling, CBT or
psychotherapy through your family GP, school or university)? Yes / No

7. Areyou due to receive professional therapeutic support (e.g. counselling, CBT or
psychotherapy through your family GP, school or university)? Yes / No

8. Are you currently taking (or due to start taking) any prescribed psychotropic
medications? Yes / No

9. Please indicate your availability for attending session 1 & 2:
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External documentation (cont’d)

Participant information sheet

Title: A qualitative exploration of student’s and counsellor’s experiences of using a

smartphone application for improving wellbeing

Introduction

There has been arecent surge in smartphone applications (apps) offering tools to improve
wellbeing, but it is difficult to decide which apps are appropriate or beneficial. There is
great variation in quality and clinical relevance of wellbeing apps and there is a distinct
lack of research evaluating such apps. A new movement of technology assisted therapy
also provides a unique opportunity to integrate technology tools with face-to-face
therapy, but the feasibility of doing so is unknown. The current study aims to address

these issues.

What are the aims of the research?

This is a qualitative exploration of student’s and counsellor’s experiences of using a
smartphone application (app) for improving wellbeing. The primary aim of the study is to
inform the design of a feasibility trial exploring the integration of face-to-face counselling
with a smartphone wellbeing app. For this purpose, the current study aims to: 1)
Distinguish potential risks and benefits of using a wellbeing app; 2) Explore student’s
experiences of using a wellbeing app ; 3) Explore counsellor’s experiences of using a
wellbeing app; 4) Evaluate the quality and clinical relevance of app content; 5) Assess the
appropriateness of smartphone apps in university counselling; 6) Inform eligibility criteria
for feasibility trial; 7) Inform staff training and materials for feasibility trial; 8) Inform the

relevance and appropriateness of outcome measures for feasibility trial; 9) Develop
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strategies for integrating a wellbeing app with face-to-face counselling; 10) Explore app

features which may be used to facilitate client-counsellor discussion

Why have | been chosen?

Any student registered at the University of Sheffield who has not previously received
therapeutic support, is eligible to take part. This research is specifically interested in

exploring the usefulness of a wellbeing app in the general student population.

What will happen to me if | take part?

Session 1 (approx. 20 minutes): You will be asked to complete the 34-item Counselling

Centre Assessment of Psychological Symptoms (CCAPS-34) will be used to characterise
the sample in terms of type and severity of a range of psychological symptoms. CCAPS-34
is the only student specific tool designed to measure psychological symptoms
experienced by university students, including: depression, general anxiety, social anxiety,
academic distress, family distress, eating concerns, alcohol abuse, hostility and overall
distress. You will be asked to download a wellbeing app on your personal mobile phone,
if you agree to the terms and conditions of the app. This may incur a cost of £3, but you
will be immediately reimbursed with cash and asked to sign a payment form. Once
downloading the app, you will be introduced to the app’s features and instructed how the

features are intended to be used in this study (see below).

Using the app (daily for 7-days): As a minimum, you will be asked to use the app daily (as

prompted) for the next 7-days to record the following: 1) daily mood diary, 2) daily
thought record, and 3) daily goal progression. You will also be encouraged to use the
additional app features as often as you deem appropriate. The additional features
include: 1) tracking sleep, caffeine, alcohol and exercise; 2) muscle relaxation exercises;

3) listening to meditative music; and 4) participating in the anonymous online support
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community. If you experience any problems or concerns whilst using the app, please
contact the researcher immediately. Furthermore, should you become concerned about
your wellbeing and require professional support, you are advised to contact the 24 hour

emergency help line provided by the university counselling service (details at the end).

Session 2 (approx. 20 minutes):

This session will take place 7-days after session 1 and will last approximately 20 minutes.
You will be asked to complete a brief evaluation form of the wellbeing app and will be
encouraged to discuss their responses with the researcher. You will be asked to share any
data recorded on the wellbeing app in the last 7-days so please remember to bring your
mobile phone to the session. If you agree to share your data, you will be assisted by the
researcher to complete a simple excel spreadsheet. You will be paid £10 as an
appreciation for the time you have spent using the app. A sub-sample of participants will
be invited to a follow-up focus group to discuss their experiences in more detail. If you
would like to be considered for the focus group, please indicate which dates you would

be available to attend before you leave.

Optional focus group (45-60 minutes):

If you are selected to take part in the focus group, you will be invited to attend the
discussion with approximately 4 other participants who have used the same wellbeing
app. The focus group will take place within two weeks of session 2 and will address the
following: 1) Motivations for wanting to use a wellbeing app; 2) Overall experience of
using the wellbeing app; 3) Usefulness of app features; 4) Criticisms and suggested
improvements for app features; 5) Potential lifestyle impact from using wellbeing app; 6)
Evaluation of app appearance and functionality; 7) Whether there is a noticed benefit

from using the full version over the free version.
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What is being tested and why?

This research is interested in exploring the potential usefulness of a wellbeing app in a
general student population and whether the app could be integrated with face-to-face
counselling. Because of this two parallel studies are being conducted: 1) University
students will use the app for 7-days and discuss their experiences; 2) University
counselling staff will use the app for 7-days and discuss how they would integrate it with
face-to-face counselling. In order to characterise the general student population, the
Counselling Centre Assessment of Psychological Symptoms (CCAPS) will be used to allow
comparison to a clinical student sample. CCAPS is the only student specific tool designed

for measuring psychological symptoms.

Wellbeing App

There is a large variety of smartphone apps which offer tools and support for improving
wellbeing via a range of common features. Whilst there are many apps to choose from
they are typically based on Cognitive Behavioural Therapy (CBT) and mindfulness to offer
tools for: 1) tracking daily mood, thoughts, goals and habits; 2) reflecting on diary entries;
3) setting goals and working towards reaching goals; 4) completing exercises to relax and
take control of negative emotions; and 5) interacting with anonymous online support
communities. Some of the most promising wellbeing apps include: Pacifica

(http://www.thinkpacifica.com/); Headspace (https://www.headspace.com/); Buddy

(https://www.buddyapp.org/); and Big White Wall (https://www.bigwhitewall.com). The

current study intends to use Pacifica to explore user’s experiences of the range of CBT

and mindfulness features offered across many wellbeing apps.


http://www.thinkpacifica.com/
https://www.headspace.com/
https://www.buddyapp.org/
https://www.bigwhitewall.com/
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What are the possible disadvantages and risks for taking part?

1. There are no known risks of taking part

2. Participants may find it a burden to use the app every day for 7-days

3. Participants may not find the app features to be helpful

4. Using the app may cause participants to be more aware of their wellbeing and

this may encourage them to seek professional help

Will | be audio recorded, and how will recordings be used?

If you choose to take part in the focus groups your contribution to the discussion will be
audio-recorded. All information provided during the discussion will remain confidential

and audio-recordings will be stored on an encrypted USB.

What are the possible benefits of taking part?

1. Participants will be able to use the full version of the app for free

2. Participants will receive £10 for taking part in phase 1

3. Asub-sample of participants will receive a further £10 for a focus group

4. Thisis a unique opportunity for individuals to contribute to the evaluation of a
wellbeing app intending to be used in clinical research

5. Participants will be contributing to the design of a Randomised Controlled Trial

Will my participation be kept confidential?

Yes. All information collected will be confidential and will only be accessible by members
of the research team. If you choose to take part in the project, you will receive a unique
number which will be used in place of your name and you will not be identifiable from
the information you provide. Focus groups will be audio-recorded and anonymised at

the earliest possible stage; during transcription.
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What will happen to the results of the research?

Anonymised results will be combined and analysed across the sample to inform the design
of a feasibility trial and RCT. Data will be analysed for scientific purposes only and will be
disseminated in the form of scientific papers, presentations and potential conference

proceedings. Data will also be used in a funding applications for further research.

What information will be collected and why?

We are interested in your experience of using the wellbeing app — both good and bad —
to inform the design of a trial intending to use the app in therapy. At this stage we are
interested in how the app performs in a sample representative of the general student
population. Therefore to characterise our sample, we are using the Counselling Centre

Assessment of Psychological Symptoms (CCAPS) to allow comparison to a clinical group.

Who is organising and funding the research?

This project is funded by the British Association for Counselling and Psychotherapy (BACP)
as part of a three year PhD scholarship at the University of Sheffield. This project is part

of a PhD thesis which is being supervised by Professor Michael Barkham.

Who has ethically approved the research?

This research has received ethical approval from the University of Sheffield Research
Ethics Committee in the Department of Psychology. This project also complies with the

ethical competency framework developed by BACP.
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External documentation (cont’d)

Participant consent form

Title: A qualitative exploration of student’s and counsellor’s experiences of using a
smartphone application for improving wellbeing

Please Initial

1. Iconfirm that| have read and understood the information sheet

dated 25/11/2015 for the above research project and | have had

the opportunity to ask questions.

2. |l understand that my participation is voluntary and that | have

the right to withdraw at any stage without giving any reason and

without any negative consequences.

3. | understand that my responses will be kept confidential and

| give permission for members of the research team to have

access to my responses. | understand that my data will be used
for scientific purposes only and that | will not be identifiable
from the research.

4. | provide consent to be contacted and invited to take part in a
follow-up focus group.

5. lagree to take part in the above research project.

Participant Name Signature Date

Researcher Name Signature Date
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Appendix F4

Ethical approval letter for a mobile phone app evaluation study conducted with student
and therapist volunteers

APPLICATION: Reference Number 006727 Approved: 17/11/2015

Dear Emma,

PROJECT TITLE: A qualitative exploration of students and counsellors experiences of

using a smartphone application for improving wellbeing

On behalf of the University ethics reviewers who reviewed your project, | am pleased to
inform you that on 17/11/2015 the above-named project was approved on ethics
grounds, on the basis that you will adhere to the following documentation that you
submitted for ethics review: University research ethics application form 006727 (dated
01/11/2015); Participant information sheet 1013125 version 3 (20/11/2015); Participant
information sheet 1013126 version 3 (20/11/2015); Participant consent form 1013127

version 2 (20/11/2015);

The following optional amendments were suggested: 1) The university volunteers list is
not appropriate for recruiting 20 participants. An alternative recruitment method should
be used that will not result in so many invitations being sent; 2) Please state how long
the data will be retained. Also there are no clear participant withdrawal statements
made in the application. A date/time needs to be specified as the point at which

withdrawal is no longer possible.
If during the course of the project you need to deviate significantly from the above-

approved documentation please inform me since written approval will be required.

Yours sincerely,

Thomas Webb (Ethics Administrator, Psychology)
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Appendix F5

Participant flow diagram of student volunteers that participated in the mobile phone app
evaluation study

Students attending
statistics workshop
(n=120)

i

Session 1

App installation

(n=18)
Excluded (n = 6)
»| e Didnotattend (n=5)
v e Faulty device (n=1)
Session 2

App evaluation
(n=12)

Excluded (n = 6)

» o Noconsent(n=1)

v e Unavailable (n=5)

Focus Group
Overall feedback

(n=6)




Appendix G1 173

Appendix G1

Copy of the app checklist used to measure intervention fidelity of supplementing
counselling with guided use of a well-being mobile phone app

File name:

Score:
Therapist ID:
Client ID:
Session:
Duration:
Reviewer ID:
Date of rating:
Section 1: App discussion checklist
No. Item Score
1. How many times was the app mentioned: -
1.1 | Client: 0 1 2 3 4 5 >5 (/6)
1.2 | Therapist: 0 1 2 3 4 5 >5 (/6)
2. Was the client’s use of the app reviewed (asked) by the therapist? -
Unsure No Yes (/1)
3. Client total: -
3.1 | Therapist total: -
Did the therapist suggest an app feature to use? -
Unsure No Yes (/1)
4.1 | If yes, which of the following features were suggested: (max 3 scores) -
Tracking Journal Relaxation (/3)
Self-CBT Online community Other
4.2 | What was the therapists’ reason(s) for suggesting these features? -
5 In your opinion, was there a missed opportunity to discuss the appora
© | feature?
Unsure No Yes (/1)

5.1 | If yes, please state your reason: -

5.2 | If yes, what would you have suggested and why? -
Suggestion Reason -

Total score ( /18):



